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P-ROCEEDI-NGS
(0752 a.m)

VAEL COME/ ADM NI STRATI VE ANNOUNCEMENTS

MODERATOR FLETCHER: [ 11 t hank
everyone for comng this Decenber day. It's
actually clear weather here. They cleared this
for wus. It's only a bit of rain. There are no

freezing tenperatures predicted for the weekend.

Let me remind you | think this neeting
neets always for an interchange wth our
colleagues in the military. I think our Arned
Forces Board, we always learn a lot from our
colleagues in the mlitary. I think it's
i nportant for us to be back and working wi th each
ot her.

I think we have been able to have a
nunber of our official recomendations go up the
chain of conmand. Maybe Col onel Fogel man can
tell us sonetime of their responses to these.
Sonmetinmes we don't know exactly what happened to
sonme of these recommendations, but it's inportant
what we do anyway, actually getting things,
getting witing, approved, so forth.

Today we are going to begin, of
cour se. Col onel Martin Crunrine has taken

command of this facility. | should thank him for
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allowing us to neet again. Wuld you like to add
a few comments this norning?

COL CRUMRI NE: Well, on behalf of the
staff of the Walter Reed Arny Institute of
Research, again welconme to this rather august
group. It's an honor to have you here. \Whatever
we can do to mmke your stay pleasant and nore
productive, |let us know.

I have to give you a mnor apology,
which is beyond ny control, for the condition of
t he grounds between here and the Mal one House.
That was a construction project that we had not
anticipated wuntil about a nonth ago. It's
ongoing, and we're dealing with it |ike you are.

So conme around the building. Conme in the side
doors or the front doors. And you'll just have
to deal with it |ike we do. Agai n, that was not
pl anned for you.

My predecessor, for those of you who
wonder where Ernie Takafugi went, is now the
Deputy Commander of the Medical Research and
Materi el Command and will have an official change
of command here next week, but | am assigned
right now into the job.

I just on behalf of the WRAIR again

want to wel come you. It's good to see sonme old
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friends, sone faces that | can now put wi th nanes

on the other end of telephones. And those of you

whom | haven't net, | hope to in the next few
weeks.

Agai n, wel come and thank you.
Unfortunately, | need to go do other commander

busi ness right now. Let me take this tinme to say
some of that commmander business | have to do is
rather unfortunate, and it is one of the topics
you' re dealing wth.

We have three soldiers that we're
processi ng through various adm nistrative actions
for alcohol abuse. And that is not a problem
that's going away. So it is a tinely topic. And
while it's unfortunate, if there's anything you
can do to help us solve or at |east address the
problem better than we are now, it would be
greatly appreciated.

Al so being a participant in the sw ne
flu vaccination several years ago, | understand
the significance of this new strain of influenza
t hat people are descri bing. And we may not get
to that stage, but | think we need to make
careful analysis so we make the right decisions
on that.

So, with that, | want to | eave you and
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say thank you very nuch. Have a nice neeting.

MODERATOR FLETCHER: Thank you very

much.

| just want to |let you know one of our
subcomm ttee subgroups is leading wth the
al cohol i ssue. And | think this 1is nost

appropriate, as you stated, such as the data that
cones out in the New England Journal today about
one thing beneficial to all Americans, which is
|"m not sure how that's going to nmake the public
respond in nmany areas. Judy, would you like to
address that al so?

DR. PERROTTA: If one's good for --

MODERATOR FLETCHER: Col onel Fogel man?

EXECUTI VE SECRETARY FOGELMAN: Yes.

I'"d like to say good nmorning to all of our Board

menbers, consultants, and invited guests. | hope
everyone's acconmodations are suitable. I f not,
pl ease let me know or M. Ward. We can make

adj ustnments if necessary.

I would like to say Dr. Mazzuchi, the
Deputy  Assi st ant Secretary of Def ense for
Clini cal Services and Health Affairs, fully
intended to be here this norning but called
yesterday and said that there was another issue

that was fairly urgent that he had to attend to.
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| will certainly convey everything that happens
on the Board to him He's very interested in the
work and has been very supportive of the work.
He sends his regret. He would certainly like to
be here but cannot.

I would like to advise everyone that
this is an open neeting. There probably are
menmbers of the press here. So please tenper your
comments accordingly. It doesn't nean you can't
say what is your pleasure. Just be aware that
there are nenbers of the press here.

As far as the press 1is concerned,
before you go to press with an issue, | would
appreciate it if you would talk to the speaker
and validate what notes you have taken, nmake sure
that what you' re saying is an accurate account of
the events that took place or what the speaker
sai d.

W have a very aggressive schedule
over the next few days, extremely aggressive. In
fact, the Infectious Disease Conmttee schedule
has added two new topics, which you may not be
awar e of. So we ask the commttee chairs if they
could try to keep their groups coordi nated and on
time.

The Environnent al Health and Health
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Mai nt enance Conmmittees will be conbined tonorrow
for a nunmber of reasons, to discuss several
I ssues together. | have a tentative schedule
here, which I wll give the subcommttee chairs.
And you can obtain the schedules fromthem

Al so, tonight a nunmber of people have
expressed an interest in possibly going out to
di nner on sort of an informal basis. I will
circulate a sheet here. Pl ease put your nane
down and "Yes" or "No" so we can get a count of
who would like to go. | would appreciate it.

Tonmorrow for lunch, we wll have box
| unches for those who want them So before 10:00
o'clock, you need to tell people if you want a
box |lunch and pay for it.

Today it will be lunch on your own.

However, Major Fisher has very nicely reserved

about 50 seats in the Ml one House. We have a
little area petitioned off. So it mght be a
good idea if you'd like to go there. There are

other eating facilities on the canpus as well or
you could go back to your roons, but she has
reserved this area if you're interested.

Right after lunch today, there's a
slight change in the schedul e. Dr. Fletcher wll

give a very brief talk on issues related to
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gl obal war m ng.

MODERATOR FLETCHER: G obal disease
bur dens.

EXECUTI VE SECRETARY FOGELMAN: I''m
sorry. A obal di sease burdens. Sorry about

that. Very brief talk. Add that to your agenda.
And it wll push the talk back after that by
about 10 or 15 m nutes.

Ot herwise | think we're about ready to
begi n. We have today three people involved in
the first topic, which is the followup to the JE
vacci ne booster study issue that was brought up
about a year ago. The Board had asked that the
mlitary go out and do a followup to see what
types of serologic titers we would see in people
who had recei ved boosters.

Today we have wth us: Li eut enant
Col onel Bob DeFraites, who has been a nedicine
staff officer for the Arny Ofice of the Surgeon
General; Commander WAayne MBride, who has been a
medi ci ne staff officer for the Bureau of Medicine
and Surgery for the Navy; and Dr. Ted Tsai, the
Assistant Director of Medical Sciences for the
Di vision of Vector-Borne Infectious Diseases at
CDC for Fort Collins.

Woul d you stand up, Dr. Tsai? It was
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his |lab that actually ran the tests for both of
the studies we're going to talk about. So he
would be leaving right after the presentation.

If you have specific questions for him about the

| aboratory issues, please ask him during the

briefing. He will not be standing up to give a
formal talk, but he wll be available for the
guesti ons.

So first on the agenda wll be

Li eut enant Col onel DeFraites.

JE VACCI NE BOOSTER STUDY FOLLOW UP

LTC DeFRAI TES: Hi . Good norning,
ever ybody. Again, it's ny pleasure to address
t he Board. Qur purpose this norning is twofold.

My part is to review the state of know edge on
the Japanese encephalitis vaccine up through the
Board's reconmmendati on | ast year t hat a
t hree-year booster was acceptable, that del aying
a booster to three years was acceptable, then to
present the results that have occurred in the
| ast year based on a Navy and Marine Corps study.

Commander Wayne MBride is going to

present that. ' m assum ng he's going to do that
if he comes back to the room If anyone sees
him please let himknow that he is after ne. | f

not, I will do the best | can to present.
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And you'll see in your packet -- |
don't have his slides, but you'll see that you
have a handout that has Japanese encephalitis
vaccine as the title. And 1I'Il wuse that when |
think we can get through it.

Let's just start with ny slides, first
of all. The BIKEN Japanese encephalitis vaccine
was |licensed in the United States for general use

in Decenmber 1992. Prior to its |licensure, we had

enbarked in the Arny -- actually, it was an Arny
and Navy col |l aborative study -- to develop sone
know edge about t he i mmunogenicity and

persi stence of anti body of the vaccine.

This study was performed at Schofield
Barracks, Hawaii . And this is in the era before
we had advanced, where applicable, support and
shows the creativity of us out here at Schofield
Barracks, the JE shots started. And you see
we're very keen on making sure that got reported
in the shot records.

Next slide, please. This is the
soldiers of the 25th Infantry Division who
participated in the study.

Next slide, please. ["Il just run
real briefly through what the study was al

about . W started with 538 soldiers. Qur
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purpose was really to do a lot consistency
conparison and to look at two different dosing
regi nens.

For today, the inportant part is the
fact that we started with 538. And we drew bl ood
for antibody titers at days 60 and 180 for the
first part of the study.

This is the vaccine. Actual ly, this
| ot was Lot Nunmber 30 produced in, this one says,
94, one of the conparison lots. At the end of 6
nont hs, 26 weeks, 98 percent of those who
received 3 doses -- it didn't matter which of the
2 dosing reginmens you received, but after 3
doses, 98 percent had antibody of a neutralizing
anti body titer again run a CDC of one to 10 or
greater.

I n conpari son to t hat, previ ous
studies using just two doses in Anerican adults,
both, one mlitary study and one civilian study,
after about anywhere between 6 nonths and 12
months, only 29 to 67 percent of adults had
detectabl e antibody at the one to 10 level after
6 nonths. So it did seem like this third dose
was necessary.

Qur study was continued. Again, |

showed you the data at six nonths. Our study was
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continued for an additional 24 nonths as part of
the original study. We had antibody titers in
this original cohort out to 24 nonths.

An additional part of this study was a
booster trial, that we gave a booster at 12
nont hs originally. Because we didn't have the
anti body titers, we didn't know how i mmunogenic
It was. And originally the vaccine called for a
booster at one year.

We gave a booster to about 252 of the
original 500 in the cohort. So we had about 286
soldiers who didn't receive a booster. Those
were the people we |ooked at at 24 nonths and
then later on a small group of 39 at 36 nonths to
see the persistence of antibody after 3 doses of
this vaccine without a booster. That part of the
study was finished in January of '93. You heard
t hat data presented | ast year

In graphical format, this is the study
again, the original study with three doses, great
anti body response at 12 nonths. Al most 100
percent still had detectable antibody at 12
nonths with a fairly nice geonetric nean titer of
neutralizing anti body.

You can see here for these soldiers

who were boosted the great effect of the booster
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at 24 nont hs. They still had very high titers.

It was a small group, again, as | nentioned, that
we did not boost. Practically all of the
soldiers who had received a three-dose series,
even w thout a booster, still had antibody at 24

nonths. And the majority of them had anti body at

36 nont hs.

O the 39 soldiers that we had who
were still in the mlitary 3 years after we did
the study, of the 39, 37 of them still had

detectabl e antibody at the |level of one to 10 or
greater. That's what the original Arny study
showed.

Then | ast year the Board when asked if
It was acceptable for the booster timng to go

from two years to be delayed to three years or

nor e, t he Board recommended that t hat be
accept abl e. However, the Board called for nore
dat a. And that data was collected this past
year.

Is Wayne here yet? Here he cones.
And here's Commander McBri de.

CDR McBRI DE: Well, let nme catch ny
breath for just a nonment.

LTC DeFRAI TES: Wayne, |'ve already

kind of given the background. And | don't know
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where your slides are. So I would start wth
met hodol ogy.

CDR M:BRI DE: Thanks. Good. Thank

you.

Wel |, good norning. | appreciate your
patience here. I was going to say we had sone
difficulty, but | wonder if we still do. When |

prepared nmy presentation, as sone of you know, |
had it in a version that apparently was not
supported by the l|aptop they have here. And the
staff was kind -enough to try to nmake sone
| ast-m nute changes to accommodate that. I think
we'll be okay. So I'll just catch ny breath for

a second while they put that up.

Good. Thank you. If you could go
ahead, please, to about Slide 3 or 47 I think
Dr. DeFraites has gone over sonme  of t he

background and reviewed the work that had been
done previously. And, as may have been indicated
before | canme in the room what |I'm going to
share with you this norning are the results of a
serosurvey that was done on a nunber of Marines
over the | ast year.

This work was really done by sone
folks at the Preventive Medicine Unit Nunber 6 at

Pear| Harbor. We kind of passed through the
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col | aborator slide, but it's on your handout.

And | wanted to give appropriate
credit to Dr. Beecham and Dr. Yund and then other
participants in this study that couldn't be here
t oday. So | was asked as soneone wthin the
Beltway here who is sonmewhat famliar with their
work to present it. And | hope it wll be
meani ngful to us today.

The Marines that participated in this
study were selected from three sites: from the
activities at Canp Pendleton, and then from the
Marine installations in Hawaii: one at Cape
Kaneohe Bay and Pear| Harbor.

The records were reviewed for those
I ndi vi duals who had received or had conpleted the
t hree-dose basic Japanese encephalitis vaccine
series. And immuni zation dates and other data
were recorded on a survey form

Next slide, please. Once the serum
was drawn and separated, it was sent to Ted Tsai,
Dr. Tsai, at CDC in Fort Collins, where the
determ nations were nmade for the antibody titers
and the data was anal yzed in Epilnfo.

Next slide, please. Could you skip to
the next one? And then we'll conme back. Thank

you. Now, this is an array of the results that
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are expressed by the tinme the serum was drawn
relative to when the basic series was conpleted.
Let nme expl ain.

There were Marines who had received
and conpl eted the basic three-dose series between
one and 12 nonths before their serum was drawn,
between 13 and 24 nonths, between 25 and 36
nont hs, and so forth. And then the results of
their serum determ nations are indicated on the
left. The JE titers are expressed there.

Now, this also includes about seven
per sonnel who had also received a Dbooster
subsequent to having conpleted the three-dose
seri es. We initially prepared some slides with
data showi ng what the results were. But then we
realized that sonme individuals had received a
boost er dose.

And so at the last mnute yesterday,
we did another analysis of the data and took out
those individuals who had had a booster dose.
And, if you could, Mjor Fisher, go back to the
slide just prior to this? So the n goes down.
Go to previous, if you will. And the n goes from
75 Marines to 68. And let's pause here for just
a nonment.

VWhat this shows are those Miri nes who
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had their blood drawn one to two years after
their basic series was conplete, again two to
three and so forth and then what the results are,
who had titer levels in the protective range,
which is expressed as equal than or greater to
one to ten.

We see that for those individuals who
had received the vaccine that had conpleted the
basic series in the last few years, their titer
| evel s, t hose with protective | evel s are
relatively few. And as we go out to three to
four, then certainly at four years and greater
the nunmber of subjects or vaccinees wth a
protective titer level really increases. And
t hese are again people w thout booster doses.

Let's go to the two slides down, if
you wll. And we'll pursue this. This was
expressed in a little table format that sets this
up for sone other slides that | wanted to talk
about .

Again, this is years from initial
series conpleted. And then we see the percentage
of those individuals who had titers in the
protective range. Al so, an analysis was done to
see if this was a significant trend. And those

who had received the further back one had
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received the basic doses that conpleted the JE
series, the greater the percentage of vaccinees
t hat had protective |evels.

Next slide, please. And this is
expressed by the year of the initial series.
When did they get it? Those who had recently
received it, of course, there were four in this
study that none of them had denonstrated a titer
|l evel in the protective range. And those that
received their basic series sone years ago again
were nmore likely to show a titer in the
protective range.

Next slide, please. Well, we said:
VWhat would be the effect of sonething Iike
getting another vaccine after conpleting the
basic series? And would that have shown a
difference in their titer results?

So from the 68 vaccinees that were
studied that had not received a booster dose of
JE, what about those who had not received a
yellow fever? And those who had received a
yel |l ow fever vaccine subsequent to conpleting the
JE series were renoved fromthe pool.

And we see that there continued to be
a trend, showing again that those who had

received their vaccine sone time ago were nore
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likely to have a protective |evel.

Next slide, please. Well, what about
the concept of perhaps some natural boosting?
VWhat about those Marines that m ght have been
back into the endem c area?

We took those that may have been back
in the endemc area, and we renoved those from
the set and then | ooked at the data. And again
we see, albeit the nunbers are very |low or few,
the trend still persi sts. And it's quite
I nt eresting.

The next slide, if you wll. Vel |
let's summari ze what our findings were. And you
have those in front of you. Certainly the first
point was that as we |ooked at the data, there
was an unexpectedly |ow percentage of vaccinees
that had titers in the protective range who had
recei ved the basic series.

And, again, of those who had received
it just a couple, 2 to 3 years previously, it was
a very low level, about 27 percent. And those
who had received the JE series 3 to 4 years,
again, it's a rather low, startlingly low, Ieve
of 33 percent.

Next slide, if you wll. What about

t hose who had received it sonme tinme ago and had
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not had the benefit of a booster dose? Even
t hough the nunbers are low, six of seven of those
who had conpleted their dose over four years ago,
before their serum was drawn, had protective
| evel s.

Now, "Il just acknow edge the results
of those who had received a booster dose or anopng
a group of those who mght have received a
booster dose. At 2 to 3 years, their nunbers
were, of course, higher at 49 percent. But our
I nterest, of course, today was to |look at those
who had received sinply the basic series because
we wanted to find out if we could endorse our
recommendation to keep it at three years, two
years, or to three years for when they should
receive their booster dose.

Let's go to the next slide, please
Well, this really brings a nunber of discussion
points to explain what | think were Kkind of
unusual findings.

Certainly one thing that mght be
considered, is there sone |aboratory error that
could contribute to these results? Well, each of
the assays were repeated by the same |ab again
and 94 percent concordant. So it wasn't felt

that | aboratory error would have played an effect
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in this.

How about specinen handling? There
are some constraints you know with the terns of
speci men handling, freezing, and these things.
This was | ooked at carefully and not thought to
be a problem and no evi dence of contamn nati on.

Well, the concern about what about
vacci ne potency, there are two concerns here.
One woul d be perhaps sonme degradation because the
way the vaccine was handled or the way it was
constituted and then kept.

It's in a ten-dose vial. It's
constituted with sone sterile water, | believe.
And then the intent is to immunize people from
that ten-dose vial wthin several hours, eight
hours. But occasionally people m ght have kept
the vial in the refrigerator and then used
addi ti onal doses | ater

This is always a thought that we have
to ask ourselves in real life. We can't assess
the effect of that exactly. We have to just
acknow edge that t hat could be a possible
concern.

| rproper adm nistration techniques.
JEV is adm ni stered subcutaneously. And we know

that the majority of the other inmunizations that
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we give in the mlitary are admnistered
i ntranmuscul arly. And we wonder: Per haps could
the route of admnistration or the nethod it was
gi ven cause these findings or contribute to these
unusually low titer |evels?

We have to acknow edge that perhaps it
has. One of the collaborators, Scott Sherman out
at Canmp Pendleton, went back to sonme of the
vacci nees and asked them if they could recall how
they had received the JEV series sone years prior
and asking them sonme certain questions.

This, of course, is not terribly
scientific, but from his brief review of severa
people who had been vaccinated, it was very
consistent that they had probably received it
i ntramuscularly by the way they had described to
him how they had received the vaccine series,
suggesting, of course, that many of these people
may have received it inproperly.

Well, one of the concerns we have is:

Is there a possibility that the vaccine potency
has dimnished in recent years? If we renmenber
the results that we've shown that those who have
received the vaccine in '92 and '93, their
pot ency, their titer | evel s wer e nor e

significant. And could the vaccine potency have
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dimnished in the recent years? That's a real
concern.

Dr . Tsai has considered that and
talked to the FDA and was assured that each
vaccine |lot as it's released is tested and
conpar ed agai nst t he st andar d. And t he
information that we have suggests that vaccine
potency has remnined the same or certainly has
not di m ni shed. | may ask Ted to comment on that
further in a nonent. From ny understanding,
that's not been a concern.

The last, of course, point would be
real world versus study environnent. Bob's cone
back to join me at the podium The work that was
done with the Arny a few years ago was, as we nay
know, in a l think fairly controlled situation.

These were a select group of people
that had been adm nistered the vacci ne under sone
controlled circunstances. This popul ation had
been followed carefully. And then, of course, we
saw sone very nice nunbers fromthem

This serosurvey of the Marines, these
were drawn from different sites, di fferent
pl aces. Different people had adm nistered the
vacci ne over different periods of tinme. A |ot of

ot her things could have entered into this.
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Let's show the last slide, please.
And then we'll open this to discussion. The
recommendati ons that emerge from our look at this
serosurvey, certainly this suggests the need for
perhaps a nore conprehensive study tracking the
JEV, the JE antibody |evels after imrunization.

We have |ooked at the FDA we' | |
comment about that in just a nonment again about
possi ble alterations in potency. There does not
appear to be from the information we have that
that's an issue.

Well, <certainly there's a need we
think to issue a nmenorandum or a letter to the
Services drawing attention to the inportance of
proper admnistration of this vaccine and the
proper handling of the vaccine as well since this
Is sonething certainly that we're probably going
to be doing in response to the study that we've
done. And that wll be I think meaningful to our
people in the field to remnd them about the
specifics about adm nistering JEV. And hopefully
that will enhance the antibody response in the
future.

The other thing that Dr. Tsai and |
spoke about just this nobrning was a recognition

that we have a nunber of Marines out here who
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have denonstrated relatively low titers or |ow
protective titers to the JEV, suggesting that we
may need to | ook at going back and reapplying the

vaccine to sone of these people or seeing what

the responsiveness wll be after the boosting
dose and seeing if just the booster wll be
enough to bring them into protective |evel. But

certainly these are sone of the things that we've
considered as responses to the work that we've
done.

Bob, did you have any comments before
we open it to discussion?

LTC DeFRAI TES: I wanted to just
reiterate this point about the admnistration.
Could you turn the slide projector? 1've got a
couple of slides, if we could turn this off for a
second or just put the lens cap on, of the why a
Mar i ne m ght remenber a subcut aneous
adm ni stration of a vacci ne.

Thi s i's Dr . Sanchez gi vi ng a
subcut aneous. This is the JEV vaccine. You can
see that giving a subcutaneous with a triceps
fold with a short needle, you give the dose at
sonmewhat of an angl e.

And this is sort of the overhand

t echni que again. | mention sort of a skin fold
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in the triceps and giving the dose at an angle.

I think, as Wyne alluded to, probably nore
commonly in a shot line or as doses are
adm ni stered, the dose is given straight in with
a long needle and given intranuscul arly.

What effect this mght have on the
I mmunogenicity | don't think we really know.
That's the only thing | had.

CDR McBRI DE: Are there coments or
gquestions, please? Yes?

DR. SOKAS: | was wondering if you had
data on where they got their shots from when you
were collecting this because unless the first
cohort that people for four years or nore go who
got it as part of the research group, it wouldn't
explain the real world versus research difference
in the adm nistration.

LTC DeFRAI TES: None of these would
have gotten the dose in our study.

DR. SOKAS: In your study?

CDR McBRI DE: This was a separate
popul ati on of Marines. And the work that Bob
did, they were Arny people.

DR. SOKAS: So the question is: Why
did the people who got their shots four years ago

take than the ones who got it more recently? |Is
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t here sone systematic di fference in
adm nistration or training of the health care
peopl e or what?

CDR McBRI DE: That's an excellent
questi on. One thought that comes to mnd may be
that since it was relatively new vacci ne, perhaps
people were nore attentive to the proper
adm ni stration. In ensuing years, per haps
t hey' ve been |ess careful about adm nistering the
vaccine in a proper way. That's just a thought.

DR. SOKAS: But if you knew where they
were getting inmunized, you could |ook for
differences between <clinics to see if sone
clinics are doing better and others are doing
wor se.

CDR McBRI DE: That's a good question.

Dr. Sherman has gone back and | ooked at the data
and |ooked to see where these people were
initially vaccinated. And there was no trend
t here. They were from all over, from several,
five or six, different sites from anong the
popul ati on that was studi ed.

MODERATOR FLETCHER: Anot her question?

Pl ease identify yourself.

DR. CHIN:. Dr. Chin.

A question about manufacturer and
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vacci ne |l ot and assignnent of |ot and so forth.

DR. TSAI: Well, actually, Wlter
Wbods, representing Pasteur Merieux Connaught, is
in the audience as well. | don't see Lou Markoff
from CBER I's someone from his |aboratory here?
Wel |, perhaps Walter could coment on Dr. Chin's
questi on.
MODERATOR FLETCHER: Pl ease identify.
MR.  WOODS: Wal ter Wbods, Pasteur
Meri eux Connaught, U. S. | worked closely wth
Bob in obtaining the license for this vaccine

back in 1992 and was the primary interface wth
CBER.

The | ot size definitely did not
change. The manufacturing hasn't changed. They
visit and inspect them very thoroughly every
year. So there's a very enphasis on being
certain that we maintain the sanme manufacturing
controls that we had during the [|icensing
process.

The potency of the vaccine has been
anal yzed. As a matter of fact, the effect in
this case has been a straight line in the |evel
of potency over the years since |licensure.

I would like to comment on a couple of

t hi ngs. That is, I"m not sure in the |aboratory
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If we ran any control sanples of the serum four
years ago versus the studies we're doing now as a
control, which mght be very inportant to take a
| ook at, even though you may have concordance in
the days as cunulative assays change over the
years and things can happen in the |aboratory
where you may not see that. That doesn't explain
the percent, but that's one point.

The second point | wanted to make is
t hat subcu versus the IMis a very, very critica
I mmuni zation factor. The Japanese showed that,
denonstrated that when the vaccine was first
devel oped. It's very critical

MODERATOR FLETCHER: Thank you.

Dr. Pol and?

DR. POLAND: You tal ked about potency,
its ability at the time of |ot release, but how
about with tinme? | realize we don't know that
there were delays between when the vaccine was
released or the time interval between when the
vacci ne was released and when it was used, but do
you know anyt hi ng about the stability and potency
of the vaccine with increasing shelf life?

MR. WOODS: It's sort of |like the FDA.

| found out about this yesterday. I will be

taking a | ot deeper look at this. | do know that



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

32
this is building data that we do have. Wth the

potency over time, there's nothing there that
woul d cause us concern.

DR. POLAND: You say that the Japanese
have shown that the route of adm nistration was
critical. Was it in the same direction as these
findings; that is, giving it IMled to decreased
| mmunogenicity over tinme?

MR. WOODS: As | nmentioned before, |
really didn't have tinme to pull out all of the
dat a. I know those studies were run originally
to support the Japanese |licensure.

MODERATOR FLETCHER: Dr. Chin?

DR. CHIN: Just a followup to ny
initial question. Can we assune that each year
different |lots are used?

DR. TSAl: Walter, can you answer
t hat ?

MR.  WOODS: Well, there would be I'm
sure different lots wused, but it would really
depend on the mlitary's research and the
mlitary's | ogi sti cal di stribution of t hat
vacci ne.

COL ENGLER: Dr. Engler, Allergy and
| mmunol ogy at Walter Reed.

["'m commenting on training and route
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I ssues. It is a major problem since there are no
DoD profici ency st andar ds for M ni mum
requi rements for training or val i dati ng a
know edge base of people to deliver shots.

Qur school for 23 years, nost people
now don't have the TDY funds and call us
desperately for how to train. R N.'s are not
famliar with this information, the incidents, or
Its highlights.

I would just say a coment earlier.
When a PI was designated to be responsible and
i nvolved in JEV delivery at early phases, | think
everybody took a lot of care. It was carefully
signed, and you carefully read what you were
doi ng. And that's a lot different than when it
gets thrown in with all the rest of the vaccines.

We in the national capital region have
training sessions for the outlying clinics and
repeatedly find that people don't know about
different needle sizes and what the issues are
for making sure they are correct.

DR. TSAI: One point on the vaccine
adm ni stration. The volume of the vaccine
delivered subcutaneously is wunusually |arge.
It's one «c¢c, wiich is a l|large volune for

subcut aneous adm ni strati on. It's sonething that
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| think one wouldn't normally encounter wth
ot her vacci nes.

MODERATOR FLETCHER: Pl ease identify.

CDR HANSON: I'"'m Kevin Hanson from
USUHS.

Just a little background. The way
this is given in Marine Corps units, it's really
not given at an inmunization clinic. It's given
by unit nedical departnments typically in the unit
spaces. So you have a very wde variety of
j uni or Cor psnen.

I[t's not like these people give
vaccines all the tine. So it's quite conceivable
that there are significant quality assurance
things that may go on in this kind of a very
di verse setting that these actions are given.

DR. TSAl: | was just going to make
one nore remark about the vaccine potency
st andar ds. In addition to the standards
recommended by the Japan NH to standardize
vacci ne potency in ternms of nouse protection, the
FDA before the vaccine was licensed in the United
States put into effect other sem-quantitative
standards for the quantity of the envel ope
gl ycoprotein in the vaccine, which is presuned to

be the principal inmunogen.
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And it's based upon evaluating the
degree of staining in a Western blot at the band
for the expected ©position of the envel ope
gl ycopr ot ei n. And from what Lou Markoff told ne
over the years, that sem -quantitative neasure
really hasn't changed.

So our evaluation of vaccine potency
woul d suggest that it hasn't deteriorated since
t he vaccine's license.

MODERATOR FLETCHER: Dr. Reingol d?

DR. REI NGOLD: Yes. Can you tell wus
what the data are concerning what protective
| evel is? Because |'m not sure | know what
| evel's protective. It could very well be that
It had been it happened to involve in the current
mlitary needs at |east one additional dose of
t he vacci ne.

DR. TSAIl: Well, we generally accept
the one to ten as the mninum effective titer,
al though if you passively immunize a nouse wth
anti body, sonme of them actually are protected at
undet ectabl e I evel s of neutralizing anti body.

So there may be sone protection at a
| evel even bel ow one to ten. We generally accept
one to ten as protective, although | think nost

people would prefer to see one to four or a
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hi gher | evel.

MODERATOR FLETCHER: Ot her questions?

(No response.)

MODERATOR FLETCHER: Thank you very
much.

EXECUTI VE SECRETARY FOGELMAN: Now,
t he Board wi | | be asked to provi de a
recomrendation at this neeting. We'll ask the
Executive Council and each subcommttee to draw
up a recommendati on. Thank you very nuch.

(Appl ause.)

EXECUTI VE DI RECTOR FOGELMAN: Qur next
speaker i's Captain Cl ark, Coor di nat or for

Accession Medical Standards Analysis and Research

Activity. She'll be talking about accession
asthma standard: current policy issues. Dr .
Cl ark?

CPT CLARK: Thank you and good
nor ni ng.

ACCESSI ON_ASTHMA STANDARD- CURRENT POLI CY | SSUES

CPT CLARK: The study |'m going to
discuss is being perfornmed under the Accession
Medi cal Standards Analysis and Research Activity.

We're currently exam ning the accession process
wth respect to asthna.

Ast hma is conmon and af fects
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approximately two to six percent of the American
popul ati on. There has been a significant
i ncrease in the hospitalization rate, death rate,
and overall prevalence of asthma in the United
States over the last 20 years.

It is of wvital inportance to the
mlitary as active-duty persons are exposed to a
variety of factors that exacerbate asthma, such
as exercise, cold, dust, not to nention stress,
snmoke, funmes, and pure astygm ne. Unknown
environnental factors also play a role.

Next slide, please. Al t hough it's
been increasing today, asthma has been a problem
in the past around the world. And in World War
1, 30 percent of applicants were disqualified
frommlitary service. And two percent of those
were for asthma.

In a British study, they predicted
that if people enlisted in the Arny wth a
hi story of childhood asthma in remssion in their
teens, 40 percent would do fine, but 25 percent
woul d require downgrading of their duties, and 35
percent woul d be di scharged due to asthnma.

In Desert Storm 500 Arny soldiers
could not depl oy because of asthma. And of those

t hat deployed, 200 had to be evacuated from the
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t heatre because of asthm. There is extensive
cost and loss of mlitary readiness associated
wth asthma-related illness, disability, and
di schar ges.

Next sli de, pl ease. The pri or
Department of Defense directive governing nmedica
accessions did not allow persons to access into

the mlitary with asthma synptons after the age

of 12.

This directive has recently been
changed. The current disqualification, effective
in August 1995, is asthma, including reactive

ai rway di sease, exercise-induced bronchospasm or

asthmatic bronchitis, reliably diagnosed at any

age.

The directive also specifies that a
subst anti at ed hi story shoul d be synpt ons
persisting generally nore than six nonths. The

results presented here are from data gathered
after the change in the directive.

Next slide, pl ease. Asthma in
childhood is a significant but difficult to
quantify risk factor for adult problens. Thi s
study was undertaken to evaluate the current
process in t he mlitary of wai vi ng sone

i ndi viduals with asthna to enter the Service.
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And this quote from Ceneral Sternberg
to the Arny nedical school graduating class of
1902 explains the purpose of studies like this
wel | .

Next sli de. The study goal was to
perform a survival analysis conparing surviva
ei t her by remaining on active duty or by
remai ni ng free of an ast hma-rel at ed
hospitalization or discharge of those waived for
asthma with others.

Next slide. The cases where enlisted
recruit applicants disqualified at the nedical
entrance processing stations who received a
wai ver for asthma and started training in 1995 or
1996. They were verified to have started basic
training by gain files in the Defense Manpower
Data Center, or DNDC.

Next slide, please. Controls were
chosen from the gain files in 1995 and 1996.
They started active duty in those years. The
controls were matched to the denpgraphics you see
her e. The matching criteria did have to be
rel axed sonmewhat .

Next slide, please. In the analysis,
the first endpoint was a failure to survive for

any reason, including conditions that existed
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prior to Service or EPTS, disabilities, and
nonnmedi cal conditions. These discharges fromthe
Service were obtained from the active-duty | oss
files at DVDC.

The second endpoint that was used was
an asthma-related EPTS discharge hospitalization
or disability discharge. Al | | osses were
wei ghted equally in the anal ysis.

Next slide, please. These are the
ages of the cases in the matched controls. The
controls were matched to the cases, not to the
overal | population entering the mlitary.

There were too few nunmbers in the Air
Force. So they are not included in the overal
anal yses, but | will nention them | ater.

Next slide, please. Mst of the cases
In those controls were males. And |isted above
the bars are the total nunber in each group

Next sli de, pl ease. They were
predom nantly white.

Next slide. This is the distribution
of cases and controls by Service. And, again, it
does not reflect the proportion of each Service
making up the whole mlitary. The cases were
taken using accessible and useable data, and the

controls were matched to the cases.
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Next slide, please. This curve shows
the experience of remaining in the Service for
cases and controls. A hundred percent start on
active duty in the left of the graph. And the
vertical axis is the probability of remaining on
active duty over tine.

As tinme passes, sone people are
di scharged for various reasons. The cases, the
asthma waiver recipients, are not discharged
faster than the controls. And at the end of the
t wo-year period, simlar proportions are on
active duty. The numbers to the immediate right
of the lines are failures out of the total
numbers.

Next slide, please. For the Arnmy, no
differences were found in experiences for the
cases and controls over tine.

Next slide, please. The sanme can be
said for the scrap of the Navy as for the Arny on
the prior slide.

Next slide. And |ikewi se for the
Marines, for which there was a smaller sanple
Si ze.

Next slide. When the endpoint used
was an asthma-related failure, such as an EPTS

di schar ge, hospi tal i zati on, or disability
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di scharge, prelimnary results based on small
numbers of endpoints do suggest that those waived
for asthma may experience asthma-related failures
faster than matched controls.

Next slide, please. There were only
13 individuals waived for asthma by the Air Force
that met the case definition. These 13 were
simlar with respect to age, sex, and race as the
368 cases used in the anal yses. Al'l of these 13
cases remined on active duty at the conclusion
of the cal endar year 1996.

Next slide, please. In this study, it
was assuned that the data used had been properly
recorded. Since not all waivers were captured
but only those with conplete information, it was
assunmed that known cases were simlar to those
wth mssing data and that one person's survival
experience did not influence another survival
time directly.

Next slide, please. This was an
eval uation of what happens to those disqualified
and then waived for asthma, not those truly with
ast hma.

Ast hma out pati ent nor bi dity, not
exam ned here, has a significant | npact on

mlitary cost and readiness. And information on
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the severity of the disease is not available in
the data sources we used for this analysis. And
differences in survival for mld, noderate, and
severe asthma cannot be determ ned.

Next slide, please. The study was
really undertaken to exam ne the waiver process
wth respect to asthma. Al nost 73 percent of the
1,014 wth asthma existing prior to Service
di scharges in 1995 did not reveal their asthm
before entering basic training.

As you can see, nost of t hose
recei ving EPTS discharges for asthma in 1995 were
never a part of the waiver process being
eval uat ed. So even if the waiver process is
perfected, asthma EPTS discharges of individuals
whose asthma was never known to the waiver
authority will continue.

Next slide, please. I n concl usion,
prelimnary results show that the chance of
remai ning on active duty for sonmeone coming into
the mlitary wth a waiver for asthma is
conparable to that of a matched control

Statistical significance was achieved
when testing for asthma-related discharges or
hospi talization. The neani ngful ness of this may

become nore clear as the study progresses.
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The cases and the controls were only
followed for two years. So differences in
di scharge rates beyond that are not shown. And
al so and probably nost inportantly, conceal nent
of a history of asthma is a significant problem

Next slide, please. The study is
bei ng extended to include nore waived persons and
| onger  foll ow up. Next steps may include
adjusting for other factors, such as body nass
i ndex, snoking, and job classification. Al so,
the frustrating problem of recruits concealing a
hi story of asthma needs to be addressed.

Possibilities that have been di scussed
are asking all applicants to bring all available
medi cal records with them prosecution of the
recruit or prosecution of t he recruit's
physi cian, or increasing the use of an inproved
screening test.

Next slide, please. And | just wanted
to thank the Accession Medical Standards Working
Group St eering Comm ttee and t he wai ver
authorities for their generosity with the waiver
dat a.

MODERATOR FLETCHER: Thank you, Dr.
Cl ark.

Let me ask you one question. The
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exerci se-induced asthma -- normal people can have
wheezi ng when they exercise. Woul d you qualify
this a little nore? Wre these people who really
had their asthma diagnosed just when they were
trained? The level of training, if it's higher
was it less likely to induce asthma? Whuld you
comment on it?

CPT CLARK: I think I can conmment on
both ends of the spectrum The diagnoses made of
people that are applying to cone into the Service
at the mlitary entrance processing stations are
various ranges of specificity.

Some of them will just conme in and
say, "l have asthma,” and that's disqualifying.
Sonme of the physicians at the mlitary entrance
processing stations wll go into nore detail,
aski ng them what age they had synptons.

Sone people think asthmatic bronchitis
I's not even a diagnosis. So there are varying
degrees of specificity between the individual
mlitary entrance processing physicians exam ning
recruits. And the waiver authorities also have a
variety of specificity with which they cal
t hi ngs asthma or not.

The DoD directive that | showed you is

supposed to apply to all Services. Then certain
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Servi ces can becone nore specific. The Air Force
has a more specific policy at their Ofice of
St andards, which they say states specifically any
wheezing, two, three episodes of wheezing six
nont hs apart, associated with an infection or
not, or any two episodes of wheezing six nonths
apart. And that's their diagnosis of asthna.

Once they come into the mlitary in
our basic training, whether or not they're called
asthma or what criteria are used to say that they
have asthma also varies. And peopl e specul ate
that there are a lot of notivational issues in
that also if sonmeone cones in because they're
having a difficult time keeping up wth the
physical training, they say they're short of
breath, they say, "Oh, well, | maybe have wheezed
when | was eight."”

So, unfortunately, there are not

strict definitions throughout the spectrum of the

process.

MODERATOR FLETCHER: Dr. Engler?

COL ENGLER: Dr. Engler, Allergy and
| mmunol ogy.

| just wanted to make a nunber of
comment s: one, on Desert Storm Many of the

patients who present back I|abeled wth the
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di agnosi s of asthma  on subsequent car ef ul
eval uati on have vocal chord dysfunction, which is
an entity that 1is largely not diagnosed by
primary care physicians, does take an extensive
anount of eval uati on, has a nunmber of
conpl exities associated with it.

There's difficulty with that data.
Just one of our people in our comunity is very
aggressive in analyzing the data at Fort Benning.

All  of his asthmatics that deployed to Desert
Storm conpleted their tour with no difficulty
wi th mai ntenance inhal ed steroids.

You really can't take Wrld War 11
data because your treatnment isn't adequate.
Those asthmatics who got in trouble were ones
that had hidden their asthm and were not
adequately treated.

And | think what people fail to
recognize is no matter how nmany standards vyou
exclude, asthma really exists because 20 percent
of the population is atopic.

As new-onset asthm does occur on a
regular basis at any age, that's going to be
difficult. You're not going to be able to
process it. You're going to have a slew of

experts and NIH guidelines, et cetera, to suggest
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that this is a non-cancer.

And if you exclude the recruiter
positions, which we deal with all the tinme, there
are so many people who have wheezed at sone tine
in their lives.

If you are going to have a serious
problem with a volunteer Arny recruiting, unless
you give, like the Air Force, six nonths apart --

CPT CLARK: Right.

COL ENGLER: There is no perfect test.

We use nethyl choline challenge. Many people are
positive for nethylcholine challenge but you
never have asthma in long-term epidem ologic
studies if you don't know of the disease.

So it is a nore conplex issue, despite
the attenmpts to try to make sinple rules. And |
think the issue of permanent treatnent -- we have
the problem that we're supposed to nedically
board peopl e out.

And after the regulation changed, in
my community, fromthe line, the calls were, "If
you do this, you inplenment this reg, basically
all the allergists and inmunologists in the
entire Arny, probably the Navy and Air Force,
w |l be conducting the nedical boards full-tine.

And we have lots of generals, admrals, et
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cetera, who have asthma and function in their
jobs."™ That's the truth.

It is much nore conplex than that.

Yes, the asthma screening requirenents are
sinple, but to admt asthma, | think one of the
chal | enges is: How do we make people as

functional as possible and keep going and not
excl ude people who could potentially service with
great diligence?

I think it's a notivational issue.
Ast hmatics who want to serve and are notivated
and are quiet wth their medication have a
tremendously good track record.

And those nunbers based on just
t hroughout the databases, the reliability of the
di agnosis is just not there. W' re always in our
wor k- ups changi ng the di agnosi s.

MODERATOR FLETCHER: Thank you.

| believe Dr. Stevens was next.

DR. STEVENS: Just a sinple question,
| guess. The 72 percent that concealed their
asthma, are these ones that there was a diagnosis
or that an event took place?

CPT CLARK: How that 72 percent was
obtained is when people go to basic training and,

for sonme reason or another, either they're
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di agnosed or they just reveal that they have
asthma, they don't like it, they go in and try to
get out, for whatever reason, they'll go into the
health clinic or to see a health care provider.

And people that receive an existing
prior-to-service discharge for a condition that
existed prior to service that was diagnosed
within the first six nonths of active duty, the
paperwork that is filled out by the physician,
t he processi ng paper wor k, t hat di schar ge
paperwork, is sent back to the MIlitary Entrance
Processing Command in Illinois.

And they tally these up. Usual |y by
reading the soap note or whatever the physician
wote, they'll determ ne: Was this the MEPS
error? Was this person waived? Was this person
appropriately waived or did the person conceal
their condition?

And in looking at a large quantity,
hundreds of the EPTS paperwork, the hard copy
forms, nobst often it wll say in there in the
subj ective part of the health care provider's
not e, "Recruit concealed their condi ti on.
Recruit was hospitalized for asthma but did not
tell MEPS physician.” And then sone of them wl

say they told their recruiter, and sonme of them
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wll say they did not tell their recruiter.

So that's how we get that 72 percent
of all the EPTS paperwork that is returned to the
Mlitary Entrance Processing Commnd, which is
only about 85 percent of it. It's not all. |t
doesn't all get back there, but out of the ones
that were returned there.

MODERATOR FLETCHER: Dr. Sokas?

DR. SOKAS: Yes. | think that there
is a tendency also anong pediatricians to not
di agnose ast hma because of concerns about
| abeling, particularly in younger children. So
you are going to have a certain nunber of people
who, in retrospect, when you | ook through clearly
have had asthma but had maybe not been | abel ed.

CPT CLARK: Ri ght .

DR. SOKAS: I was wondering if the
met hyl chol i ne chall enge, while not specific,
m ght be sensitive enough to identify people for
whom sone surveillance mght be warranted that
woul d prevent people from going inappropriately
i nto situations wher e t hey m ght be
under - medi cated or not medicated at all.

MODERATOR FLETCHER: Dr. Engler?

COL ENGLER: Recently one of ny staff

wote a review article with a pulnonary group
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about the problenms of bronchospasm and the fact
that bronchospasm victinms and their sensitivity,
t here are amazi ng probl ens.

If you exclude based on nethylcholine
chal l enge, the question has been asked: Can you
afford to exclude that --

DR. SOKAS: The question Isn't
exclusion. [It's identification and follow up.

COL ENGLER: Well, there are a |ot of
people who have been fraught with a nunmber of
| ong-term epidem ol ogi ¢ dat a. Using the recent
NIH guidelines on the asthma, there are people
wth positive pulnonary, people who have hay
fever, who never go on to have asthma.

So the cost of doing that and the
value of it, what we really need is an education
on asthma for providers, level of primary care
provider recognition and early intervention.
We're still working on nmaking sure people get
i nhal ed steroids and trying to validate that.

DoD has put out t hat t he NI H
guidelines will be the standard and have us make
sure people learn it considering they were put
out four years ago and now again it's five years.

It wll be common practice. We're still

treading on that |evel.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

53

There 1s increasing data that early
treat nent i ntervention may pr event chronic
asthma, certainly irreversible lung disease. So
it's, wunfortunately, not a sinple test that's
going to really work. We're still working on it.

I just want to make a comment about
the recruiters tell the patients to lie. And
that's the truth because you have these young
strapping guys who can run ten mles, who do
everything, who could be Oynpic athletes, and
t hey had asthma at one point and they probably do

have underlyi ng ast hma.

And the recruiter |ooks, "lI've got
prime meat here. I've got to neet ny quota.
It's difficult. It doesn't make sense to excl ude
this person.” And they get m xed nessages as
wel | . So there are a nunber of institutional

di shonesties that contribute to the situation.
It's very hard.

CPT CLARK: | just wanted to make one
nore conment. | think it would be presunptuous

of me to ask the Board a question right now since

['m not in a posi tion to act on t he
recomrendati ons of the Board. So this is nostly
an information briefing, but | just wanted to

sort of lay out some of the issues that are being
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di scussed in the working group

One is looking at the directive. l's
it right? Should we be excluding everybody that
has had asthma reliably diagnosed at any age?
And does that need to be nore specific, keeping
in mnd that the nore specific you get, the
hi gher probability of ©people interpreting it
other than in ways in which you wish them to
I ncreases?

People are also discussing whether
there should be sonme sort of screening test done
on all recruit applicants at the MEPS to try to
pi ck up the people whose recruiters told them to
lie that have asthma that's bad enough that it's
going to inhibit them in basic training and then
fulfilling their obligation.

And peopl e have training and doctor in
command has come up, also been discussing:
Shoul d we be doing spironetry on everybody at the
MEPS, issues like that?

And then the other issue is: Shoul d
the waiver guidelines change? Shoul d they be
directed to look at other things, |ike nental
aptitude scores, or should they not be waiving
anybody? Those are just sone of the issues that

are being discussed.
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MODERATOR FLETCHER: Dr. Sokas?

DR. SOKAS: It does seem sort of clear
that it hinges on the waiver process and who is
informed of the waiver because if the recruiter
were to say to sonebody, "Okay. You' ve had
ast hma. You need to be honest about it," but
then here's the waiver process and it's pretty
automatic and straightforward as long as it
wasn't a terrible, debilitating disease, then
that's one thing.

But if you have a waiver process that
only the sophisticated mnage to figure out
about, then vyou've got a really wunfair and
dysfunctional system And it may hinge on that.

CPT CLARK: And the waiver process is
different in each of the Services also. There
are Service-specific waiver authorities. And
they have different criteria for waiving people.

They also call things waived differently.

In the Arny and Navy, if they see
soneone, they, for sone reason, determ ne that
it's not really truly asthma or if it's not truly
asthma, they get waived. If it is truly asthm
but they think they' re going to do okay, they get
wai ved.

And there's a distinction made in the



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

56

Air Force if the person cones down, the Air Force
wai ver authority gathers nore information and
determnes that the person really doesn't have
asthma, they are not given a waiver. And they
are not considered waived in their database.
They're just considered shouldn't have been
di squalified.

So when you |look at Air Force waived
people, there are fewer people because those are
only the people that the waiver authority has
determ ned they do have asthma, but they have
been wai ved anyway.

MODERATOR FLETCHER: Ot her questions,
coments? Please identify.

COL GARDNER: Dr. Gardner at USUHS.

Nonsensical rules pronote dishonesty.

It's data like this that helps us to make rules
nore sensi bl e. The one problem here, though, is
that the waiver tends to favor those with mld
condi tions; whereas, those who slip through may
have nore severe conditions.

Do you have any kind of feel for what
the mldness level of asthma is that gets waived
and how to distinguish between those who have
noderate or severe asthma conparing those who

don't?
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CPT CLARK: | don't have a good feel
for that because, l|like | said, the availability
of information on the severity of asthm 1is

| acking in alnost every data source that we |ook
at, including hard copy paperwork from the waiver
authorities and the MEPS physici ans.

MODERATOR FLETCHER: Ot her questions,

coment s?

EXECUTI VE SECRETARY FOGELMAN: There
will be nmore opportunity to discuss this in the
Heal t h Mai nt enance and Cccupat i onal Heal t h

Subcommi ttees today and tonorrow.

We're not necessarily asking for a
witten recommendation from the Board at this
tinme. In fact, we're not. But any feedback you
want to give with regard to this issue, it would
be hel pful.

CPT CLARK: Thank you.

EXECUTI VE SECRETARY FOGELMAN: Thank
you very much.

(Appl ause.)

MODERATOR FLETCHER: Puts us in a rare
state of affairs: ahead of time. W're going to
make an adm nistrative decision and nobve on to
another topic after the break and add that topic

back. |If anyone has to break --
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EXECUTI VE  SECRETARY  FOGELMAN: l's

t here anyone who absolutely has to break at this
time? We'll watch you as you wal k out.

We're going to change the schedule
slightly and go on to a Sout hwest Asia depl oynent
update, Mjor Don Thonpson, who is the preventive
medi ci ne consul t ant for t he Epi dem ol ogi cal
Services Branch from the Air Force. Maj or
Thompson?

SOUTHWEST ASI A DEPLOYMENT UPDATE

LTC THOWSON: Good nmorning. |'d |ike
the record to reflect that I had nore than a two
weeks' warning to prepare this briefing. | am
going to briefly talk about why the -- well, an

overview of deploynment surveillance, the issues
behi nd what was goi ng on about a year ago.

| took the first Air Force theatre
epi dem ol ogy team to Southwest Asia. So I'm
going to describe why we went, what we found,
what we did while we were there, where we are
now, and where we hope to go.

I  was expecting to follow Colonel
Rubertone's talk about the defense nedical
surveillance system So | referred to him a
little bit in here. But | guess we'll just get

nore information from that once he presents his
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bri efing.

Next slide, please. The chal | enges
here in Southwest Asia were we're dealing wth
three Services, so many different processes, many
different case definitions.

We had 15 sites that were spread all
over the Arabian peninsul a. Sone people lived in
tents. | lived in a tent in the desert for a
whi | e. Many people did. Ot her people lived in
four-star hotels in capital cities. We had very
di ffering comunication support.

Sonme places you could pick up a
t el ephone and use your AT&T card and get back to
the U. S. Ot her places you could go for a week
w t hout even being able to get any kind of e-mail
out .

Because of t he di fferent sites,
different priorities, different mssions, the
depl oynent |engths were varied. We had people
who were in country for only 45 days. We had
people who were PCSed who had a pernanent
transfer to the region for two years.

So t here was a very di fferent
perception of risk anong the Service nenbers, the
I ndi vi dual Service nenbers, and their l'ine

conmander s. Sonme people thought that, "Yes, this
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Is really a dangerous place to be. | can't wait
until 1'mout of here.”

And then there were other people as
they walked from their air-conditioned house to
their air-conditioned car and drove to their
air-conditioned office in street clothes and were
able to go to a brick comm ssary at |lunchtine,
things just didn't seem to have the sanme degree
of urgency to those of us who were living behind
barbed wire on the desert.

There was about a three percent
personnel turnover each week. We didn't have
large units, hundr eds of people who were
i n-processing, would stay for 90 days or 180 days
and then |eave in general. Cccasionally that
happened, but, by and |arge, we'd have maybe 10
people out of a shop of 100 who were | eaving
every week.

So there were constantly new people
com ng, old people going. And because of that,
the in-processing and out-processing system had
to have a very low nission inpact. We coul dn't
just shut things down for 48 hours while we
i n-processed peopl e or out-processed people.

For exanple, the security forces, when

they cane into the theatre, they were required to
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be on post arned and functional within 36 hours
of their wal king off the plane.

Some of the security force squadrons
were mnimally manned to the point where they had
to go to extra shifts. They had to extend their
12-hour days to 16-hour days just to support
t hese turnovers.

So there wasn't a lot of welcomng
wth open arnms of our suggestions to do sone
di fferent ki nds of i n-processing and
out - processi ng health surveill ance.

Okay. Next slide. What we found when
we got there was data collection on disease.
Non-battle injuries was at the aggregate |evel
Basically people were using a stubby pencil and
hash nmarks on a piece of paper. They were
actually doing it electronically, but they put it
in an Excel spreadsheet and print out the |og at
the end of the day and put the piece of paper in
the | og book.

Some reporting was being forwarded to
hi gher headquarters, but npst was not. The case
definitions, as | menti oned Dbefore, vari ed,
soneti mes dramatically.

There was no | ook-back capability. | f

you had suspicions that there had been sonme kind
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of a problem a week or a nonth or a year ago
there was really no ability to go back and | ook
at that, either at the individual level or at a
subgroup |evel. And because of that, this
collection system was of m ni mal value for
epi dem ol ogi ¢ i nvestigations.

Next slide. These next few slides
have some exanples of how when we went and
started putting this DNBI data into some kind of
a presentation format, this is how we presented
it.

This goes from when the bed-down at
Prince Sultan Air Base -- this is the base out in
the mddle of the desert that the folks noved
from Dhakran after the Kobar Towers bonbing.
They nmoved to Prince Sultan Air Base in the
m ddl e of August 1996. This is the first six
nont hs or so.

The denom nat or IS gradual |y
I ncreasing over this tinme. The size of the base
I ncreased and stabilized in the 3,500 to 4,500
range. But then nore Air Force sites gradually
cane online and began reporting.

So t he denom nat or S steadily
I ncreasing, but you can see the rates for in this

case respiratory i nfections and di arr hea
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I nfections were as indicated.

W were collecting data using the 17
DNBI categories from the Joint Chiefs of Staff
that had been set of |ess back in 1994-95. Thi s
Is just two of those. This is the two that had
the nmost communi cabl e di sease ri sk

Thi s slide actually has al | 17
categories on it. So if you're looking at it on
your own conputer, you can |look at rates for all
17 categories and can present them on the graph.

Of course, this looks too busy if we put them

all there.

Communi cable disease rate on this
slide. You can see we had a nice bunp in
respiratory infections in Decenber. Four of

those were actually confirmed to be the influenza
A, | believe.

Injury rates we recorded by: sports
I njuries, non-sports injuries. And then notor
vehi cl e accidents were al nost nonexistent. So |
took the line off the graph. And you can see
that there's obviously an increase in injuries
when people are out there building tents and
smacking their thunmbs with hamers.

Appropriately, the sports injury rate

started to rise gradually as the base stabilized
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and people realized that they did have a life,
they were going to be there for a while. So they

started taking out their aggressions on each

ot her.

Next slide. And then a summary slide
of overall injury, overall disease, and then
total rates. This doesn't answer a |lot of

questions, but it's reassuring to the folks on
this side of the Atlantic that people are
| ooki ng, people are watching. And if sonething
bad happens, there's sonebody who w || probably
t ake action based on that.

Next slide. Now, what we needed to do
a better job, though, was a system that was
sinmpl e and port abl e t hat woul d provi de
i ndi vi dual -1 evel data. It would provide the
capability of 1ooking back. And it would have
sonme kind of action threshol ds.

A nunber of the sites in the desert,
quite a few of them had nore than one physician.
There were three or four sites that had just a
flight surgeon taking care of the aircraft that
were there. And there were several sites that
had an independent-duty nmedical technician, a
medi cal person, who had a few nonths of

additional training but was by no neans a
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preventive nedicine officer.

So we wanted to be able to establish
sonme action thresholds in this electronic system
that would raise some red flags if there were
sonething nore that these people needed to be
| ooki ng at.

Next slide. So what we did in
response to those needs was to develop an
electronic nedical encount er system Thi s
automates col |l ection and reporting.

Sonme of this is done. Sone of this is
still in process. The system exists. It's
collecting the denographics, chief conplaint,
when the person started to have their synptons,
where they were billeted.

| f soneone checks a respiratory
conplaint or a gastrointestinal conplaint, then a
form comes up and asks them eight to ten
addi tional questions that we would |ike to know
if we're investigating some kind of infectious
process.

And then the provider would put in a
di agnosis that's linked to an I1CD-9 code and a
di sposition, whether this person was returned to
duty, was admtted to the hospital, put on

quarters. And then the system has the ability
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for electronic transmssion to us at Brooks Air
Force Base so that we can |ook at the aggregate
of these individuals and have sone oversight and
then put this in the appropriate format for
presenting to higher headquarters.

Next slide. VWat we did in Phase |
was a system a programthat's based on M crosoft
Access. It started. It was initially deployed
in actually Decenber. And it was pretty nuch
t hroughout the Air Force sites in the desert,
which is, | believe, 10 of the 15 sites.

It was deployed to all of those in the
springtinme, in March of '97. And the data file
is either e-mailed or FTPed into Prince Sultan
Air Base and then forwarded on to the U S.

This is being taken to an advanced

phase that wll be Wb-based. This will allow
dai ly reporting. It will allow daily | ook-backs,
rather than weekly, as we have in Phase I. And

then the database structure is conpatible wth
the defense nedical surveillance system which
you haven't heard about yet this norning.

This Phase Il version was nmodified a
few nmonths ago. The system that was under
devel opnent required conmmunication support that

just still does not exist in the desert.
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The communications there are still

based on a tactical environment where you don't

al ways have wres that work. You don't always
have satellite dishes that are up. And so this
Phase |1 has been toned back sonewhat so that it

doesn't require the kind of comrunications that
are readily available here in the States.

Next slide. So where we are today, we
have 65 percent of the theatre on this Phase |
access-based program where we're capturing
I ndi vi dual -1 evel nedical encounter data.

We have real-time reporting avail able.

We're not counting on it yet. W're still using
the old weekly system But the real-tinme
reporting is available. It's based on |1CD9
codes. Data elenments can be archived into the
defense-| evel system And we're working on
establishing some el ectronic action threshol ds.

W' re still struggling Wi th
i npl ementing the system across all the Services.

Agai n, we have a fixed mlitary medi cal
treatment facility that is doing business just
fine the way it has been for the |last five years.

And this is a new system that doesn't offer this
fixed facility the same that it offers fol ks out

in tents out in the desert.
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And, then again, the case definitions
and di fferent priorities of t he di fferent
Services is still an issue. So we're still
reporting based on the DNBI categories, but we
can go a little bit farther than that.

Next sli de. This is an added summary
that has conme online in the last few nonths
because of the interest in the environnental
I ssues, wher e it sunmari zes sanpl es from
different media taken at the different sites.

And then there's a little green,
yellow, or red traffic light there on each one.
| f thresholds are exceeded or there is a
potential danger site, then that green |ight
sonehow changes to yellow and then to red to
i ndi cate that action is being taken.

Last slide. The remaining issues that
I have not an easy answer to, pre and
post - depl oynent , ment al health surveill ance.

Di scussions are continuing on a daily basis what
shoul d be done in that area, conpliance with such
a surveillance system W want to sinplify the
process as nmuch as possi bl e to i ncrease
conpliance, but if we sinplify it too nmuch, we
don't get dat a that's usef ul to drive

i nterventi ons.
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The pre-exposure risk assessnment is
really what drives what resources should be
there, what degree of surveillance should be
there. That has yet to be institutionalized.

We're still relatively used to dusting
off plans that are on the shelf that have been
devel oped over the last year or five years or ten
years. And we're realizing wth today's
environnent changing as nmuch as it does, we need
to be nmore dynamc and perhaps doing a
pre-exposure risk assessnent each tine we're
doing -- well, a nore in-depth pre-exposure risk
assessnent each tine we're doing a nmpjor or a
m nor troop novenent. And the different Service
processes and support levels is <certainly an
unresol ved i ssue.

Any questions?

MODERATOR FLETCHER:  Thank you, Major
Thonpson.

Al'l  your questions? Pl ease identify
yourself. Dr. Perrotta?

DR. PERROTTA: Good news on collecting
nor e conpl ete and certainly nor e timely
i nformati on. I hope it continues to grow.
You're getting good I nf ormati on on t he

numer at or s. How do you collect in a simlar
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fashion, if you do, information on the nunber of
peopl e who are there?

If your nmedical staff are out filling
out these forms and emuiling this stuff to you
or filling out the conmputer forns, e-mailing
that, that's wuseful for determning if there is
sonmething going on which we need to do sone
rates, how do you collect that denom nator
I nformati on?

LTC THOMPSON: We're getting weekly
troop strengths from each of the sites. That
rai sed sone eyebr ows initially because  of
security risks from ten years ago, but we're
realizing that these troop strengths are sent
separately sometines to pull them out from the
numer at or dat a. But those weekly troop strengths
are now com ng

DR. PERROTTA: That's reasonabl e.
Thank you.

MODERATOR FLETCHER: Dr. Allen?

DR. ALLEN: Can you describe a little
bit nore the developnent of the surveillance
thresholds at which there is an alert or action
should be taken and how specific those are for
each condition?

LTC THOWVPSON: Today they're not very
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specific because the DNBI categories are still
relatively general. We're taking this individua
| evel system to the point where we're actually
going to pull out the ICD 9 codes.

Ri ght now our DNBI category for
respiratory infections includes sinusitis. | t
I ncl udes a nunber of respiratory conditions that
are not classically or are not at high risk for
bei ng communi cable from person to person.

So we are pulling out the specific
| CD-9 codes. And then we're going to |ook at our
hi storical data with those ICD-9 codes and try to
establish a level that seens to make sense that
wll say, "Okay. Here is a problem W need to
take action or there isn't one."

But given the current state of the
generality of all of the different things that
are lunped into a DNBI category, the thresholds
today aren't real sensitive.

DR. ALLEN: l's it strictly a
nuner at or- based threshold system or, as Dr
Perrotta was | think inplying, is it a rate-based
syst enf?

LTC THOWSON: It will be a rate-based
system but, therefore, it will vary according to

the site. We have a site with 150 people. We
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have a nunber of people who wll cone in and
conplain of diarrhea, for instance. And we may
bust the rate if three people get off the
airplane and then come in conplaining of
di arr hea. And that's happened frequently because
of the small denom nator.

So these thresholds will apply to the
| arger wunits, the bases, the sites that have
| arger groups of people. But they're going to
have to vary sonmewhat depending on the Service.
For instance, the Arny is a Ilittle bit nore
physical than the Air Force. And there are

sports injuries and occupational injuries.

Well, what do you call an injury that
you get during physical training? Is that a
sports injury, an occupational injury, or an

ot her kind of injury?

So that has to be worked out. We
can't use the sane thresholds for those because
the case definitions vary somewhat.

MODERATOR FLETCHER: Dr. Chin?

DR. CHIN: My question is sonmewhat
related to that in ternms of the size, the
analysis in terns of calculating rates. Are you
goi ng to be routi nely | ooki ng at units,

conpani es? What's the basic sort of wunit that
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you' re going to be |ooking at?

LTC THOWMPSON: Well, the unit now is
determ ned by physical |ocation. We have one
site that has about 4,000 people. W have 3 or 4
sites that have 1,000 to 1,500 people. And t hen
we have a lot of small units that may only have 2
to 3 hundred peopl e.

In a few of these sites, we have nore
t han one Service. We have Arny and Air Force
people that have soneti nmes col | ocat ed but
different reporting. Well, there will be an Arny
and an Air Force nedical treatnment facility in
the sane tent alnost, in the sanme group of villas
in one area. And they use a different reporting
process, and t hey use a di fferent case
definition.

So that's one of the major challenges,
determ ning what works for Southwest Asia when

we're looking at two Services, two different

ki nds of case definitions, t wo di fferent
processes for reporting. That's why it's
unsol ved.

MODERATOR FLETCHER: Ot her questions?
Dr. Baker?
PROFESSOR BAKER: I's your troop

strength information just the total nunber of
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personnel in an area or is it subdivided in terns
of Service and gender and rank or anything el se?

LTC THOMPSON: All we're getting now
is nunber of people assigned to that wunit by
week. So we don't have it broken down farther.
That's avail able, but we haven't asked for it.

PROFESSOR BAKER: And your information
in terms of injuries, as far as cause of injury,
are you using stannic codes or what types of
codes, e-codes? What do you wuse for the
circunstances of injury?

LTC THOVPSON: The Air Force sites
that have this access-based system are using
| CD-9 codes. And then they have the appropriate
nodifiers that will take that to the next degree
of sensitivity.

MODERATOR FLETCHER: Question? Yes?
Pl ease identify.

COL DI NI EGA:  Col onel Dini ega.

I noted with interest the data that
was present ed on t he envi ronnent al and
occupational sanplings, realizing that those are
probably just the nunber of sanples taken from
different el enents.

Wat er S a routine sanpl i ng

met hodol ogy in the Services. We're required to
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do that. But the air and soil sanples, what's
driving those sanpl es?

LTC THOMPSON: Maj or Ki nf?

MAJ KI M |'"m going to give a talk in
t he environnental working group on that. There
is presently a joint environnmental surveillance
group | ooking at this exact issue.

VWhat was done in the case of Prince
Sultan Air Base, for exanple, and kind of Major
Thonpson was tal king about. We're hoping to be
able to eventually create a database using 4 S
and other techniques where we can do an up-front
ri sk assessnent, hope to mke some snart
deci sions about where we're placing troops and
where we're placing various portions of various
operations and hopefully avoid a Gulf War
i1l ness-type situation, have the data up front,
as well as be able to do a retrospective in the
event of our nedical outconmes so we wll have at
| east some environnmental exposure data to nmove in

and nopve out.

COL DI NI EGA: | understand that, but
what |'m asking is: Soil sampling is not
routinely done. So sonmebody is asking for the
soil sanples based on a presuned risk export.

That's what 1'm saying. Do you know what the
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reason for the soil sanpling is being shown on
here?

LTC THOMPSON: Phil, there were sone
sites where there were runors of problens. V\hen

we went, there was a squadron that had been
assigned to a base in Bahrain. When they first
got there, there were four or five or six sea
turtle carcasses on the beach. So people were
sure that the water was contam nated because of
t hat . So there was additional water sanpling
done there.

There is an industrial plant wthin

sight of another location with a plume that was

obvious nost of the tine. So there was a
perceived risk of air pollution. So nore air
sanpling was done. Those perceptions drove sone

of the increased sanpling.

MODERATOR FLETCHER: Ot her questions,
coment s? Dr. Perrotta, do you have another
comment? You've made a big contribution to this
ar ea.

DR. PERROTTA: No. [I'Il be interested
In hearing a little bit nore in the Environnental
Heal th Subconmm ttee and hopefully encouraging the
AFEB's input into the process that we're talking

about .
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EXECUTI VE SECRETARY FOGELMAN: And

there will be further discussion in this area
this afternoon, both the environnental piece and
overal | .

Thank you.

MODERATOR FLETCHER: Thank you very
much.

(Appl ause.)

EXECUTI VE SECRETARY FOGELMAN: Ckay.
It's 9:20. We're scheduled for a break. So why
don't we take a break and plan to be back at
9: 357

(Wher eupon, the foregoing matter went

off the record at 0921 a.m and went

back on the record at 0943 a.m)

EXECUTI VE SECRETARY FOGELMAN: I have
a couple of announcenents while we're waiting for
t he Board nmenbers. If you would also please add
Dr. Poland's nane to your |list of potential
nom nees? Sorry about that.

And if you absolutely do not want to
be nom nated, would you please raise your hand
now? Okay. Hang on. Al right. "1l announce
it as soon as | get it. Anyone who absolutely
does not want to be nom nated?

(Wher eupon, there was a show of
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hands.)

EXECUTI VE DI RECTOR FOGELMAN: Okay.
The nanmes | have for you to cross out are:
Prof essor Baker, Dr. Jackson, Dr. Sokas, Dr.
Wal dman, and Dr. Weinstein. Everyone else is
good to go. We've added Dr. Perrotta and Dr.
Pol and to the |ist.

Now, we wll probably or we'll at
| east discuss selecting also a vice person. We
can talk nore at lunch about this.

MODERATOR FLETCHER: This is minly
for a president-elect who would take over in
July.

EXECUTI VE DI RECTOR FOGELMAN: Ri ght .

MODERATOR FLETCHER: l"d li ke to thank

everyone for keeping the discussions on tine this

nor ni ng. That was certainly a record today. |t
certainly nmakes a snooth early norning. So we
wi |l begin the second session.

Col onel Fogel man?

EXECUTI VE DI RECTOR FOGELMAN: We have
with us today Dr. Mark Rubertone, who is the
chief of the Army nmedical surveillance activity.

He will be talking to wus about the defense
medi cal surveillance system Sonme of you had

asked for this briefing to be held at this



meeti ng,

and he'll

Mar k?

be doing it for

us.
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DEFENSE MEDI CAL SURVEI LLANCE SYSTEM

LTC RUBERTONE: I'm going to be
sitting down during ny briefing so | can access
t he keyboard here. So if anyone can't hear ne --

MODERATOR FLETCHER: Just speak
| oudly, Mark, so everyone can hear

LTC RUBERTONE: Ckay. I will try. I
notice sone famliar faces around the room So |
hope that ny jokes don't seem too stale to you
all. 1'lIl try to use new ones.

What |'m going to do today is show the
def ense nedical surveillance system "1l first
start off with a functional overview, what we
call nmedical surveillance decision support and
kind of how we define that and what goes into
that concept. And then 1'll denonstrate the
defense nedi cal surveillance system

Anot her system that |'m going to show
Is the defense nedical epidem ol ogy database. I
think the feedback [|'ve gotten from this
presentation is that people often neet with a
little bit of confusion about the DMSS and the
DVED. | hope to clear that up, and I1'll start
right now by saying the system the defense
medi cal surveillance system 1is, in fact, where

all of the data is integrated and all of the data
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lives on for the npbst part active-duty Service
menbers with some other data in there.

The DMED is a renote access solution
for the DMSS or the DoD surveillance. In fact,
"Il give everyone who w shes the hone page
address, where you can downl oad the DMED software
and have exactly what | am going to be doing here
over an internet connection, that kind of access
to the data without identifying information about
any kind of Privacy Act data.

So that's a distinction between the

DMSS and the DMED. And, as | said, I'll give a
denonstrati on. "Il have to sit down for the
majority of the denonstration. And you'll see
why when | do that. ['Il try to talk |oudly.

This is the organization of AMSA, the
Ar my medi cal surveill ance activity. It's
underneath the CHPPM in the Directorate of the
Epi dem ol ogy and Di sease Surveill ance.

The areas that we focus on at AMSA are
the operation of the defense nedical surveillance
system also the defense nedical epidem ology
dat abase, which | nentioned. And we al so nmnage
and run the DoD serum repository. "1l talk nore
about all of these things in alittle bit.

This is my concept of conprehensive
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mlitary nmedical surveillance and the strategy,
the mgration strategy, t hat we have been
undergoing for the last four or five years.

We fall under the MHSS business area,
the executive information systenms and decision
support. If you all are not famliar with that,
the MHS -- actually, it's been renaned the MHS --
is the mlitary health systenms that provide all
of the automation support for the nmedical care of
DoD.

W started out as an Arny nedical
surveillance system back in 1992 and have now
transitioned to a defense nmedical surveillance
system And that's what ['Il be show ng right
now.

I t hi nk we're on a pat h to
conprehensive mlitary medical surveill ance. And
| think really the only way to acconplish that is
to have a DoD nedical surveillance agency. It's
just an Army nedical surveillance agency. | can
say that the other Services have assigned
i ndi viduals that will be assigned to work at AMSA
on the DMSS functional requirenents. | think
that's the first step in really having a DoD
medi cal surveillance agency.

I won't read the definition of nedical
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surveillance, but | wll highlight three very
i nportant elenments of it that we try to keep in
m nd when we state the objectives of this system
And that is nanely that the data be collected
routinely and systematically, that we have a
capacity to analyze, interpret, and report that
data regularly, and that it's a popul ation-based
dat a.

The | ast concept is one that sonetines
gets mssed in ny feeling on what are called
surveillance systens because it's either a
nonspeci fic population or it's just not the sane
type of surveillance that we can do on the

active-duty mlitary.

And what | mean by "popul ation-based
data” is that we start from pre-induction,
post - di schar ge capturing al | data that S

relevant to an active-duty Service nenber's or
reservist's, Service nenber's, mlitary career.
And by that, we start with right in the MEPS
station, t he mlitary entrance processi ng
station, getting whatever data is al r eady
automated at that site.

We're very dependent on out si de
systens and databases that feed into our decision

support system W get the HIV tests at that



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

84

tinme. We get their assignnents, deploynents that
they're on, any inpatient hospitalizations for
the active duty. Reportabl e diseases right now
is just for the Arny, but we had a neeting
yesterday to incorporate the Navy's and Air
Force's reportable disease data into the DMSS.

We have j ust started recei vi ng
anmbul atory data, which is a very inconplete
system the ADS, in the mlitary, but it is |
envision the way that we'll get access to all
anmbul atory data in a few years from now.

We have health risk assessnents, which
Is a self-assessnent tool that's used by the Arny
to look at smoking history, suicidal ideation,
depression, stress, those kinds of things. Thi s
will be replaced by the HEAR, which is the DoD
system that the Air Force has the |ead on, which
will basically be the sanme type of assessnent and
eval uati on dat a.

We manage the DoD serum repository.
And in there, we have all the HV tests that are
done on the active and reserve conponents for al
t hree Servi ces. But also we are now beginning to
have nostly post-depl oynent speci nens dr awn
specifically for the purpose of deploynent, but

also it's been wused for pre-deploynment and
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post - depl oynent speci nens.

Thi s dotted l'ine, envi ronment al
exposures, is on there because we don't have that
dat a. And | don't think that data is in a
standardi zed, popul ation-based format right now
that we could link into. But there's a lot of
tal k and a | ot of i nt erest In havi ng
envi ronnental exposure data becone part of the
DMSS.

This is a projected data integration
slide. Most of the stuff in the bubbles we
actually have online right now, but some of it is
projected because it's what the information
managenment comrunity for the DoD is projecting as
what they would |ike to have.

For exanple, the health data record,
which is going to be a conputerized patient
record, doesn't exist today. It's projected.
But the inpatient and the anbulatory data do
exi st. And we get that data. We just don't get
It through the health data record. It's hard to
see this slide, but there are arrows up there.

The other thing is the reportable
di seases. We have in-theatre. | npati ent data we
have. The anbul atory data we don't have from the

t heatre. From the Defense Manpower Data Center
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Is where we get all of our personnel data and al

t he depl oynent rosters.

As | sai d, as i mmuni zations cone
onli ne, i mmuni zati on tracking system or
environnental exposures, we'll add that data into

t he defense nedical surveillance system

One of the things we do at AMSA is not
just sit on this data, but we actually |ook at
It. We run a nunber of requests, approxinmtely
200 to 225 requests, a year. And we publish our
analysis of sonme of them or ones that are of
interest for other reasons, mlitary reasons, in
t he nedical surveillance nonthly report that
comes out nonthly.

At one tinme, all of the nenbers on the
AFEB were on the mailing list for this, but I
think there's been a high enough turnover that
it's probably a good tine to get the updated
list.

We have published on this cover our
hone page address, which is AVMSAGARMY. M L. And
you can actually download and print out all of
the MSMR reports going back to our first issue
three years ago.

This is also the Web site address that

you can downl oad the DMED software. Anyone --
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EXECUTI VE DI RECTOR FOGELMAN: Can you

read that off?

LTC RUBERTONE: Yes. It's AMSA. --
that's AMSA -- ARMY.M L. And you don't need WAW
or HTTP. Just put that into your browser if you
have an internet browser, and that will get you
to our |ocation.

We routinely for the Arny every nonth

publish sentinel reportable diseases as well as
track the two-year trend of those diseases. And
that's just what this page is. You can see all
of this data, as | said, online or in hard-copy

form which | actually don't have any hard copies
with me right now.

This is a specific exanple of what we
did during Bosnia deploynent. We | ooked at
hospitalization rates and published them every
month | ooking at injuries, diseases, and battle
casualties during the Bosnia deploynent as well
as just this table broken down by [1CD9
cat egori es.

Okay. I'm going to nove on to the
denmonstration of the DMSS. And that's really for
the nost part why | need to be seated.

COL DI NIl EGA:  Mark?

LTC RUBERTONE: Yes?
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COL DI NI EGA: As you're working the

computer and we're waiting?

LTC RUBERTONE: Yes?

COL DI NI EGA: Wy is the ol dest
dat abase not included as one of the --

LTC RUBERTONE: That's a good
question, Colonel Diniega. OHMS, which is now
DOHRS, defense occupational health system -- I'm
not sure what the "R' stands for -- nostly exists
such as CHCS may exist in the hospital to help
manage the occupational health clinics at a | ocal
| evel . There hasn't been a concerted effort to
get that data into a centralized database that we
can now tap into at one |ocation. And the
anal ogy for CHCS would be that that data becones
the DoD standard inpatient record SIDR So we
can easily tap into one location for the SIDR and
make it part of the database.

If the DOHRS data, or the OHMS data,
ever did become available in that formt, we
woul d love to have it as part of this system

Thi s IS t he def ense medi cal
surveill ance system And this is what we use at
the Arnmy nedical surveillance activity to get
access to the data and to be able to I ook at the

dat a. This is not the DMED. And when | show
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that later, that's what provides renote access.

I'"'m going to start wth the data
dictionary. That's the easiest place to just
show the types of data and the magnitude of data
that we have in the system This is just a
limted set of our database, but it's nmjor ones.

I'm going to start wth person. W
have now in our database over six mllion
I ndi vidual s that repr esent the active duty,
reserve, and National Guard. These are unique
I ndi vi dual s. And these are the actual fields
that we collect on these individuals.

Just in order to be able to quickly
| ook at the data and make sense of it, we have
certain fields because it's appropriate to do so
where we can expl ode out for sex, for exanple.

We can look at the gender of the six
mllion people and see that's the breakdown: 87
percent male, 13 percent female, and the actual
number s. And sone people are undecided. The
sanme thing with race.

It wouldn't, of course, make sense to
do data first because you'd just get the 365 days
of the year. But where things do make sense, we
try to have them expl odable, which is kind of a

precal cul ated online way to | ook at the data.
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For six mllion people, it becones a
chal l enge to manage. But when you get to the
denographic data, we have over 40 mllion

different rows of denmobgraphic data on these
i ndi viduals, 43 mllion. That includes the
active-duty and reserve conmponents.

It doesn't make sense sonetines to

expl ode these, but let ne go to the active duty,

where we have 34 mllion. And | can | ook at
service. This is just for the current active
duty. This is the break down for the current

active duty, who's in the Arny, Coast Guard, et
cetera, Air Force, Marines, Navy.

Even though there are 34 mllion rows
of data, | may have 10 or 15 rows because every
time |I've changed assignnents or have changed ny
MOS or been pronoted or whatever has occurred, we
keep track of that in Iongitudinal fashion.

Thi s person, DEMOG, these tables, form
the real heart of our system It's also the
popul ation that we conduct surveillance on.
Everything else links to these tables in sone
form or another.

The ot her dat abases t hat [0
hi ghl i ght her e, the SIDR is the standard

i npati ent data record. And that has 1.6 mllion
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active-duty adm ssions going back to January
1990.

And, again, we have a nunber of fields
nore to neet our needs to quickly |ook at the
dat a. So if we want to know how nmany autopsies
were done in that group, we can see 597 autopsies
were done on those particular adm ssions that
resulted in death.

We have the SADR online, which is new

Just in the last couple of nmonths, we were able
to add anbul atory data. We have eight mllion
records t hat represent visits to medi ca
treatment facilities, either clinics or battalion
aid stations, MIFs, et cetera. This is not
conpletely deployed in the DoD. So | don't
consider it conplete data, but it is a first
start at getting anbul atory dat a.

Qur reportable disease data, which is
right now just an Arny-only system is 31,000
reportable diseases that have been sent to us
over the last 3 years in an automated fashion.

We keep track of all the deploynents
since the Persian Gulf War. So, actually, we do
have the 696, 000 people that were deployed to the
Gulf as well as another 145,000 individuals that

wer e deployed to various other operations.
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I can explode out this operations
field to see that 101,000 of those individuals
were sonehow related to the Bosnia depl oynent,
25,000 to Haiti, 6,000 to Kuwait. These nunbers,
as anyone in uniform may know, do not represent
how many people may have gone to Somalia or
Rwanda.

There was no system to collect that
data in the mlitary back then. We've had to in
sone cases retrospectively get that data or do
what we can with what they' ve provided. So it's
not very conplete. I would say Bosnia is the
only r eal conpl ete dat abase we have on
depl oynent s.

As all of the individuals that have
processed through the MEPS stations, a |ot of
these individuals end up on active duty. So
there's duplication between MEPS and person, but
we keep it for its own purpose because it allows
us to look at geographic variation as a risk
factor for various conditions, et cetera, as wel
as sonme individuals who don't go on to active
duty for various reasons. It's a good snapshot
of the country as a whole. So we keep the MEPS
data and all of these types of databases on those

i ndi vi dual s.
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The health risk assessnent, as |
menti oned, I think we have about 600, 000,
692, 000, health risk assessnents perfornmed on the
Arny. Al in all, we have over 120 mllion rows
of data that we have amassed in this systemto be
online in an integrated, rapidly accessible
system for answering questions, doing queries,
and the like. And now |I'm going to show you sone
of that data.

First, I wll do what we call a data
| ook- up. I'm just going to wuse ny Social
Security nunber, although anyone who has been on
active duty or the reserve conponent since --
well, for the Arny, this goes back to 1985; for
the other Services, it goes back to January 1990
-- would be in this database.

Ri ght now I'll just ask for ny person,
nmy denographic information. | could also ask to
see hospitalizations, that anbulatory visits, any
depl oynments, any reportabl e di seases as wel .

What just happened in the blink of an
eye was | queried the table that had six mllion
rows to return this one row that sort of says
that I'm a white male, ethnic group, et cetera,
et cetera.

But | also queried the table with 43
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mllion rows to get these 15 records that show ny
assi gnnments and changes in denogr aphi c
I nformation over tine.

So the last one, which I think is up
to Septenber of '97, finally shows that | was
pronmot ed, thank goodness, and that | remained in
t he nmedi cal corps, et cetera.

VWat this allows us to do is to do
| ongi tudinal studies; for exanple, |ooking at
person-time related to a particular mlitary
occupati onal specialty, rat her t han j ust
I ndi vi dual s.

So we were at one tine asked to | ook
at the effect of fuel handling in wonen and the
out cone of abortion. W were able to |ook back
in time to get the exact details of that study.
We could calculate person-time for fenmale fuel

handl ers and then conpare to a control group that

was not in that MOS |looking at -- 1'm sorry. |t
wasn't abortion. | believe it was ectopic
pregnancy that we did. But we could look at the

outconmes and the results fromthat.

I'm going to nmove on from this data
| ook-up unl ess anyone on active duty wants nme to
| ook up their record. I'm going to go to

sonmet hing we have, which is our deploynment. This
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is really nore a show and tell-type thing than an
actual something we use for analysis. It allows
me to denonstrate the capability of the system
qui ckly, but , as you' | | see, t here are
limtations in what data you can actually get
back.

This sinply just allows us to choose
one of the operations, the Persian Gulf War being

too large to put on here for denonstration

pur poses. So it doesn't nmke it. But | can
choose Somalia or any of the other ones. And
then | can choose any category or subcategory of
ICD-9 code, but I1'll just choose infectious and

parasitic di seases.

Then what we have done is we have
taken the 8,700 people or so that we have
deployed to Somalia, and we prematch them to
controls that did not deploy based on age, sex,
l ength of time in service, things of that nature.

So when | hit this graph, this wll be
| ooking at hospitalized cases for the one year
prior to and the one year post, the date of the
case involved in this instance to a mtched
control .

And you can see, as you m ght expect,

that infectious and parasitic diseases do go up
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during deploynents. You can click on this bar to
actually look at the records that it contains.
So you'll see sone nmmlaria, vivax malaria,
shigella, and the Iike. That occurred in the
year during and following the deploynent to
Somal i a.

Again, this is just yet a very quick
rough estimate of what's out there, as opposed to
doing the full-blown study, which you wouldn't be
able to do. And here you wouldn't be able to
control for all the factors of interest.

Anot her thing that we keep track of in
the defense nedical surveillance system is
requests that we do for various people and
organi zati ons over tine. "1l just pull all of
t he requests up.

I think there are 325 different
requests that we have done for DESPR, various
t hi ngs. Let me go down here and cheat a little
bit and go to one that | think mght be of
Interest to this group.

Maj or Fisher asked wus to |look at

vacci ne-preventabl e diseases in active duty. So
we did. And Kohl hase just happened to be --
Ki mm e Kohl hase is our analyst that did this. | f

| click on this, it opens up just a little bit of
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a log telling us when we were asked to do it,
what we were asked to do, et cetera.

We keep our own project |og as to what
we needed to do in order to run this so we can
re-create it. We keep all of the files that are
related to this particular request online. And
we even keep a query so if we need to rerun this
query, et cetera, we can do so.

I won't run this query because it's a
little bit too conplicated or would take too | ong
for a denonstration, but there are other queries
that | can run.

EXECUTI VE SECRETARY FOGELMAN: You' | |
see the results of that query.

LTC RUBERTONE: You'll see the results
of that query. That's correct.

Back in January or so, we |ooked at
cold weather injuries anongst active-duty Arny
I ndi viduals. And we | ooked at a two-year period,
January of "'95 to Decenber of '96. We wanted to
know of all <cold weather injuries that were
reported to our system

So I'"'m going to go to the query here
that we've saved and actually just run that again
onli ne. This wll come up with all cold weather

injuries in the Arnmy for that two-year period of
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time on active-duty individuals, cones back
pretty quickly. We've  got frostbite and
unspecified i mmersion type, et cetera.

PARTI Cl PANT: Excuse ne. Are you
online now?

LTC RUBERTONE: | am I should have
explained that at the beginning. The reason |
can give this denonstration here in this roomis
that we're on the Walter Reed canpus, and we're
on the WRAIR LAN. So | have an internet
connection that's taped to the floor going back
to the servers that we have of all of the data.

The systemis run in Oracle on a UN X
system at the Arny Medical Surveillance Activity.

It's a rather |large conputer operation at this
time.

This first part of this query to |ook
at cold weather injuries was wuseful in and of
Itself, but what we decided to do is |ook at hone
of record as it may influence cold weather
I njuries. So I'm going to |oad another query
that we've saved related to this request. And it
just happens to be the nunber and honme of record
here.

This will take those people that we

just | ooked at before and, where possible and
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where available, we'll look at their honme of
record from the MEPS data that we have also
online. And I'll run that.

This is really not a trivial request
because it does have to first find the cold
weat her injuries and then |ook through the five
mllion or so MEPS records to find out their hone
of record, but, as you can see wth the new
technol ogy and rel ati onal databases, it does cone
back pretty quickly.

The other thing we can see is that we
need to teach the people who grew up in the South
how to dress a little warner because they're
really the ones that are at risk for cold weather
injuries. Actually, Alabama and Georgia were the
only two statistically significant states. And
we published this last January in our nedical
surveill ance report.

Ckay. I'm going to switch gears now
and describe just quickly the defense nedical
epi dem ol ogy dat abase. Originally, starting back
in Septenber of "95, this was a program that was
resourced under the Defense Wnen's Heal t h
Research Program

They | ooked through the Services for

t hose or gani zati ons t hat had access to
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epi dem ol ogi ¢ data. And what they desired was an
epi dem ol ogi c-capabl e database that they could do
studi es on active-duty wonen.

Essentially t he group t hat got
together from the three Services envisioned a
broader type of system I think what they
actually had in mnd was the defense nedical
surveillance system But that was a couple of
years shy of that being a reality.

So we decided to come up wth a
concept to integrate the Arny, Air Force, and
Navy epidem ol ogic capabilities in an online way.

Most of our tinme was spent defining standard
met hodol ogy and standard data el enents across the
Servi ces. And t hat took sonme interesting
meeti ngs and di scussion to get that ironed out.

Qur Phase | prototype, we were only
able to include |ongitudinal personnel data and
active-duty hospitalizations. The reason for
that is there was no other database that we had
avai |l abl e across the Services to include.

We didn't have reportable diseases or

anbul atory data or anything else. We woul d | ove
to have included that. And that's the next phase
and step up an epi dem ¢ pr oj ect, IS to

continually add things that are otherwise in the
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defense nedi cal surveillance system to this
renot e access.

The big plus of this particular system
IS internet access to either reports or actually
to the data. That's what |I'm going to show right
now, a denonstration of this DMED application.

This is an application that, again,
requires an internet connection. It starts off
wth an ICD-9 tree and the default |ooking for
hospitalization rates.

There are other things you can select.
You can look at first hospitalization rates,
private incidents but not quite an incident, and
the top ten diagnoses in the population, or you

just may want to | ook at popul ati on nunbers. For

now, |I'Il just start wth the hospitalization
rat es.

This is a little bit nore of a
user-friendly explorer or drop-down tree. First
of all, it's all preloaded. So you don't have to

do any waiting to get to the different
condi tions.

The other thing 1is that you can
sel ect, j ust as you woul d in I guess
W ndows- conpati ble prograns, different diseases

that aren't in the sanme category. "1l just do
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this. | can't do it with the m crophone, though.

So if that made sense to do, which it
probably doesn't, we could | ook at these various
different categories of diseases, as many as you
want and ranges of disease, or you can just
hi ghlight a whole section and |ook at an entire
section of disease.

What |'m going to do is focus on one,
agai n, t hat I think the subcommttee this
afternoon on vacci ne-preventabl e diseases nmay be
interested in. And | also think |I just |opped it
up. Oh, | didn't, just a little bit of delay. |
| ost the m crophone. Well, well, well. Is this
back? Okay. [I'Il try not to nove.

Her e we have vi ral di seases
acconpani ed by exanple. "1l just wuse chicken
pox as one of the new vaccine-preventable
di seases. Next we went to the strata.

This is where we get to choose either
a tri-Service summarization, whi ch  includes
Mari nes, broken down by Service or, if we w sh,
we could just wuse each individual Service and
| ook at their data separately, if we want to only
choose males, possibly we just want to |ook at
mal es under the age of 30, and maybe even just

enlisted mal es under the age of 30, and see what
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the inpact of varicella is on that group, which
is probably the at-risk group. | can |ook at
this with cal endar year.

You may have noticed sonme of these
t hings disappearing as | made clicks here. The
x-axis can only be those things that you are
|l ooking at all <categories of disease. The
secondary strata can be anything, and you have
nore than one disease. And I'll | ook at service.

We can perform a query. We get back
all of the data, and we can view it any way we
want . "Il just start with a line graph. [0
submt this query.

Again, this is what is downl oadable
and this is what you can do renptely just with an
i nternet connection. There is no Privacy Act
data. There is no identifying information. It's
just summaries of data.

You can see over the |ast seven years
in this particular group of individuals, under 30
enlisted individuals across the Services, for
this selected diagnosis, chicken pox, these were
the rates per 1,000 person-years of disease.
It's going down | think because of probably
hospital adm ssion practices nore than anything

else, but this is the actual data across the
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mlitary.

If we want to look at a table of this
exact data, these would be the rates or we could
just look at counts to see that there were 6,900
adm ssions for the varicella.

We can even |l ook at the person-years,
which constitutes this study population. These
are person-year calculations. We haver data
monthly going back to January '90 on the
di fferent Services. So we are able to calculate
very accurate person-years of tine.

So what mght be of nore interest is
to ook at everybody but then just break it down,
rather than by Service, but |ook at age subgroups
to see really where the burden of disease is in

this particul ar group.

I can go back here since | no | onger
need to divide this. I can just say tri-Service
data. | get the exact sane answer.

DR. LaROSA: This is all comng off
the AMSA site that you gave to us? That's how we
can access it.

LTC RUBERTONE: That's correct.
AMSA@ARMY. M L. And then you can choose DMED and
follow the |inks. It should be pretty intuitive.

Anyone with a .ML at the end of their e-mail is
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granted an automati c password and user |D.

Anyone who doesn't have a .ML, which
may be a nunber of people in this room right now
we just review those. If there's any indication
that they're affiliated with the mlitary, we
grant that pretty |l|iberally. So | don't think
anyone shoul d have a problem If you do, give ne
a call. And that allows you, then, to downl oad
t he software.

Agai n, the younger age groups are the
ones that are nore at risk share the greater
burden of disease for varicella, as you mght
expect, probably in the recruit canps.

DR. STEVENS: Does this calculate
statistics as well?

LTC RUBERTONE: This DMED patient does
not . This would just give the hospitalization
rates and the counts or, in this particular case,
t he person-years over these different age groups

in different years, et cetera.

This data is exportable. | can export
this data. | can save the query, for one thing,
but I can also export the data if you want to do

further statistical analysis, whatever you can do
with this data. "1l admt it's fairly limted,

but | think it's a great way to get a quick
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answer to sonething.

What Major Fisher asked us to do
specifically was to look at vaccine-preventable
conditions but then to look into the recruit
popul ati on, as opposed to everyone else. That
for exanple, you wouldn't be able to do in here.

You can get a proxy for recruit by
| ooking at |less than 20 and nmaybe the 20 to 24
category, but if you really wanted to |ook at
recruit status, we have to do that basically
using the defense nedical surveillance system
where we have date of accession and we can
calculate a time that soneone is a recruit,
whether it's, of course, eight weeks or whatever
fits into it.

|"m going to go back and do one ot her
type of query that we can do, and that is our top
ten di agnoses. What we just did was we selected
a disease or a condition of interest in a
popul ation of interest and found out what the
specific rates are.

But suppose we wanted to say, "I'm
just interested in males, tri-Service." If I'm
interested in males, what really are the diseases
that they're admtted for?

W can't get a line graph or a bar
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chart anynore because it's just a list of top
ten. | can submt this query. We can see what
the ten nobst common reasons for hospitalization

amongst males in the mlitary have been over the

| ast seven years. | could have chosen one of the
years, as opposed to all calendar years, if |
want if I"minterested in one.

As you may expect, we've got a nunber
of sports-related injuries, also some alcohol
dependence. And adjustnment reaction shows up on
t here, a nunber of other interesting things.

This one was the npbst interesting when
| showed this to deputy surgeon generals because
they couldn't understand disorders of tooth
devel opnent or eruption, which is nostly w sdom
teeth bei ng pul | ed out . But t hey are
hospitalized. So it shows up.

If I do the sanme thing for wonen now,
as opposed to mles, you get a kind of a
different picture, as you mght inmagine. And
nmost, if not -- well, eight out of the ten are
related to sonmething to do with pregnancy. There
also do show up disorders of tooth devel opnent
and often adjustnent reaction. If you look at it
just -- we do have a rate here of 4.73. I think

if we go back to the males, that it actually is
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| ower . But just in the context of all the
adm ssions, it comes out this way.

You can do this for all individuals
and to see what the mx is or you can |ook at
possibly just all individuals in the Navy if
that's what was desired. This is it for all
I ndi vi dual s. W try to list everything that the
query pertained to. So | set off that question.

I  hope everyone can see what the
advantages of this kind of a system are. |t
certainly won't give you the definitive answer or
study, but it can lead you in our direction or
give you a view of the data.

The next thing that we look to do is
to add a t ab, change this, really, to
hospitalization data, add a tab to have possibly
anbul atory data, data related to deploynents that
we may have onli ne.

Once we have this nechani sm and just
the real hard parts for figuring out how to have
precal cul ated denom nator person-tinme in order to
calculate the rates, once we now have this
mechanism to add a tab and to add another
category of disease is a relatively easy thing.

| believe that's it. | have about ten

m nutes left. Are there any questions?
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MODERATOR FLETCHER: Thank you, Dr.

Rubert one.

Questions, comments? Yes? Pl ease
I dentify.

CPT CLARK: Captain Clark.

How long is it updated? 1Is it updated

on a daily basis?

LTC RUBERTONE: It depends on the
source of the data. Qur personnel data we get
nont hl y. Qur hospital days stayed we get

nmont hl y. Reported di seases we get every day. So
it depends on the source. Most of the data for
the nost part is nonthly, although we do get a
| arge amobunt of data for HV testing.

| just realized one of the things |
didn't show is just because we changed the nane
of this. Let me see if | can quickly do this.
It shows the nunbers. So | don't really need to
do it.

But we have over 20 mllion serum
specinmens in the DoD serum repository. It's the
worl d's |argest collection of serum specinens.
And the advantage is that it's on a very fun
popul ati on, which |eads to individuals. We have
many, many people with nultiple specinens and

serial specinens.
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It used to be called ANSR, Arny-Navy

Serum Repository. But when the Air Force joined,
we |ost that wonderful acronym And now we're
call ed Serum So that's why | forgot to show it
for the denonstration. W have 20 mllion
speci nens that, for various reasons, were drawn
and linked to them

Any ot her questions?

MODERATOR FLETCHER: Questi ons? Dr .
LaRosa?

DR. LaROSA: Two questions: one |
think of great interest to many of us in the room
who are not mlitary, how to get a password.

LTC RUBERTONE: The answer to that is
when you put your registration, just use the --
"1l just go to that page and show you. Just say
that you are a nenber of the AFEB, and you wl
get a password, anyone who has any affiliation.

We have not turned down anyone yet,
but if we decide to, we'd send out a friendly
message saying -- you know, this is the AMSA's
home page. And, as | said, you can |look at all
the MSMRs online. They're both in HTM. and PDF
form

This is our Jlatest one that people

haven't even received yet. It's still at the
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printer's. You can |l ook at it. It's sent out.
It's nothing nore spectacular than with the cc,
but that they're NOAR.

In any case, there's the febrile acute
adenovi r us. We'll hear about that a little bit
| ater on today.

MODERATOR FLETCHER: Dr. Chin, I
bel i eve, had a questi on.

DR. CHI N: A comment . Menmbers of the
Board woul d renenmber back to | think the retreat
session that we had with Dr. Joseph at G eat
Lakes, where we went into the injectors and the
m ssion of the AFEB.

I think during that tine, we created
various sort of subcomm ttees or areas. One of
them was the surveillance, which | think Dr.
El i zabeth Barrett-Connors and | are co-chair of.

This presentation |1 think is very
Informative as to what has been going on over the
past al nost decade in devel opnent of this
dat abase and the ability to give integration and
now the retrieval.

The real question still is: What is
the role of the AFEB in all of this, if any? As
| understand it, the way the Board is constructed

now, we await questions fromthe mlitary.
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So t he subcomm ttee i's awai ting
what ever questions or role that the Services
woul d |ike. And | just would like to sort of
enphasize that wth the subcommttee searching
for sonmething to do.

EXECUTI VE SECRETARY FOGELMAN: Just to
sonmewhat address your question, one of the
subcommttees wll be looking at one issue
related to surveillance, which has to do wth
environmental hazard surveillance and just doing
an overall |ook-see at deploynent surveillance in
general .

So as pi eces get devel oped or
partially developed through the mlitary, the
mlitary will approach the AFEB to take a | ook at
this and see if you have coments. And that's

really pretty much the way we've been working so

far.

Now, there nmay be sone input wth
regard to DMSS in the future as well in terns of
validating data that is collected or things I|ike

that, but that's the majority of this.
MODERATOR FLETCHER: Dr. Baker?
PROFESSOR BAKER: Do you get
I nformation on hospitalizations on shipboard?

LTC RUBERTONE: That's a good question
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for the Navy. I nmean, | don't Dbelieve the
shi pboard hospitalizations end up i n t he
| npatient records. Does anyone have better

i nformati on on that?

LTC DeFRAITES: They currently don't.

LTC RUBERTONE: | wanted to answer Dr.
LaRosa' s question. l'"m sorry | didn't get to it
directly. This is the registration form for the
DVED. Here it just says there are sonme nmandatory
fields, but if you provide enough information so
that we basically when | review it see that there
are some mlitary affiliation, as opposed to just
a journalist wanting access, then you wll be
online and granted a password.

If you do have a .ML on the enmil,
you will be automatically sent back a pernmanent
passwor d. Anyone who fills out a registration
form is given a one-week tenporary password to
| ook at it.

There's nothing we're trying to hide.

We just want to be able to control its growth if
we shoul d decide to take all of the expense.

MODERATOR FLETCHER: Dr. Perrotta?

DR. PERROTTA: A question and a
comment that my relate to Dr. Chin's points,

maybe even a comment first. Amazi ng. This is
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really a great big step of things. In the al nost
five years that | have been doing this, we have
been hoping that we would be noving in that
di rection.

For people who don't wunderstand the
entire process of the quality and the source and
the limtations of the data that's in here, |
woul d recommend if it's feasible for you and your
staff to think about descriptions.

Let's say, for exanple, I'minterested
In doing a study with Dr. Baker on ankle injuries
and parachuting or sonething fun and we figure
out where we can find that data. It's going to
be really useful for us to understand what the
limtations are.

Like you asked nme for, are there
shi pboard hospitalizations on that? [|If we don't
know what that is, we don't know exactly how good
our interpretation would be on there.

So let nme ask you that. Are you
wor ki ng on sonething |ike that?

LTC RUBERTONE: Yes. But the reason
t hat doesn't exi st t oday, because of t he
conpl exity.

DR. PERROTTA: Yes. |I'msure it is.

LTC RUBERTONE: But we are working
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specifically for DMED to give a bit of a

met hodol ogy docunment and user's guide to conbine

t hi ngs. So what is this data that | should be
| ooking at because it is non-exhibited? We
under st and that. We wanted to get sonething out

t here. And now we're trying to provide you with
It over the internet.

And that wll describe the type of
data with respect, but it will never explain why
the Air Force doesn't adm t to al cohol ,
depression and the Navy does. You al nost never
will be able to explain that.

DR. PERROTTA: The second half is a

recommendati on for our consideration. And t hat
Is I'"'m so inpressed with this as representing a
huge step forward that | suggest that perhaps,

Jim your subcommttee do a nore in-depth | ook at
this and see whether or not we can make sone
recommendati ons about "Yee-ha" or "This is great
news" or "Continue" or "Mre support” or whatever

t he Board woul d do.

I mean, |I'm ready to say this is
really a good thing, but I'm also smart enough to
know that | probably ought to spend sone tinme and

mani pul ate ny way through it and see whether or

not it does the kinds of things that |'m hopeful
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that it will do.

And maybe that's one of the things
that we consider, a comment or sone statenent
about this encouraging tri-Services of all nature
to include their information, both nedical and
environmental, which I'd be interested in.

For your consideration, Jim Thanks.

MODERATOR FLETCHER: Dr. Wal dman?

DR. WALDMAN: Thank you.

Well, | think on the basis of the
denmonstration, it's fairly clear that it's a
remar kabl e devel opnent. And that's great.

You' ve shown us briefly a nunber of requests that
people have made for information. So one
question | have is: \Wose requests do you honor,
essentially? And how does one go about doing
t hat ? And to whom is this service nade
avai |l abl e?

| guess a corollary to that is that it
wasn't entirely clear to me exactly what was
avail able for the general public and which parts
were not. There were sonme things that | ooked
particularly enticing. Coul d you just break that
down? You showed two different systenms there.
And | wondered which is which.

LTC RUBERTONE: Right. Well, the DMED
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really is going to be -- just about anyone can
sign on. It's a little bit governed by its
gr owt h. The DMSS, we've been successful at
keeping it at a stealth operation. So we've
honored all requests. We've never turned down
anyone. Sonetinmes we've had to convince people

that what they're asking for is not doable, and
then we work with them

But it probably wll come down to
having sone kind of mlitary collaborator if it's
an extensive request.

DR.  WALDMAN: Looking briefly through
here, | didn't see any civilian requests on that.

LTC RUBERTONE: We have sone. There

are sone studies ongoing. There's a Hodgkin's
di sease study that I'm aware with Harvard and
Johns Hopki ns. There are a few others. There's

a prostate cancer study with the University of
Washi ngton, | believe.

So they are in there, but we right now
probably formally have always had a mlitary
col |l aborator to help get involved. Especial ly
when access to the data requires |IRB and Human
Use Conmmittee approval, we certainly want the
mlitary to have a part in that.

But we do occasionally have sone
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drives to go along with their requests, |just

qui ck data, like "What's the race of sonething in

this population?" That's not secret informtion.
So we do give that out.

MODERATOR FLETCHER: Dr. Allen?

DR. ALLEN: I will echo the coments
of others that this is trenendous. | canme on the
Board about the time that there was a |lot of
di scussi on about the Gulf War syndrone.

And one of the statements | renenber
to ny absolute dismay being made during a
presentation was that it wasn't even certain who
all had been assigned to the Gulf War and where
the records were and where they were when they
were in the Gulf and so on.

Obviously to be able to try to sort
out what was going on with people when you didn't
even have a conmplete set of records as to who had
been there and what potential exposure there
m ght have been just was absolutely inpossible.

This certainly in half a decade's tine
is just a trenendous, | hope trenendous, step
forward. Cbviously the proof is in the
subsequent utility of it as we query and are able
to get answers to the questions.

In particular, | think it's inportant
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not only to use this as a retrospective database
but to also look at the potential to use it for
prospective col l ection of i nf or mati on; for
exanple, as a study perhaps of vaccine efficacy
I's being done, the investigational vaccines that
m ght be used to make sure that the serologic
data are put into the database so that one can
| ook at it prospectively as troops are assigned
and have exposures and we can |look at the
i nformation that's coni ng out.

So | think it's | hope got a great
deal of flexibility and is going to be very, very
useful for a lot of investigations and questions.

| congratulate all of you who worked on this.

MODERATOR FLETCHER: Dr. Trunp?

CAPT TRUMP: Dave Trunp.

|'ve seen Mark's presentation before.

And 1, too, applaud the efforts that have gone
on. I think for everyone here it's been alluded
to, the issues of the quality of the data and the
sources of the data.

This is a starting point for studies.

| don't see this as a tool for studies. It's a
surveillance tool, but | think all of you are
aware of the limtations of personnel databases

that have 2,000 individuals wth wunidentified
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sex.

W don't have -- this is pulling
together the existing data. And on the nedical
side, we probably don't have what you were
mentioning as far as on the personnel side, the
who went where for what great coordinate for what
period of time. That's an issue that we're stil
devel opi ng.

So it's inprovenent, a lot of good
data and effort. But with physicians nmaking
di agnoses, coders assigning the ICD-9 code, and
soneone along the line doing the data entry, from
t he DoD perspective, it's just a lot of -- 1ook
at this as the tool that it is, which is that
it's a surveillance tool, but it's not the answer
to any particul ar question.

DR. ALLEN: Well, the work involved in
keeping sonething Ilike this current on a
prospective basis is incredible. And it's not
going to be too many years down the |line before
sonebody questions the cost-effectiveness of this
if it isn't being used and very productive.

MODERATOR FLETCHER:  Mark, how current
is this? You may have said that, but | mght
have m ssed it.

LTC RUBERTONE: Mbost of our database
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are very current conpilations about two nonths
ol d, personnel also about two nonths ol d. So we
have data going back to the end of Septenber.

Sone data sources we actually get on
an annual basis just because of nore or |ess the
source of that data. And that would be like the
health risk appraisals. They do a lot of
validation and QA until we get it in one |lunp
sum For the nost part, it's very current.

"Il address this one thing that was

menti oned about the cost. This is resource from
hant ovi r us. We wanted the information as to the
systens. The contract that maintains the system
and keeps it all running; that is, if it just

exi sted w thout any analysis, et cetera, is about
a mllion and a half dollars a year.

MODERATOR FLETCHER: A question on
t hat ?

LTC AMOROSO:. Paul Anor oso.

That really was what ny question was,
how many people are working in support of this,
whet her your resources are adequate to neet this.

LTC RUBERTONE: That's a good
gquestion. And it depends. For years, we sort of
set our own functional requirenents. And | have

been preaching to just about anyone that we
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really needed a strong functional proponency
group for the preventive nedicine conmmunity in
DoD to start setting the functional requirenents

for this type of a system because a | ot of people

are going to see this. And their immediate not
criticism but comrent is, "Wl l, where is
anmbul atory data during deploynent? Where is

I mmuni zati ons?"

Ri ght now our resources are adequate
for maintaining this and even for our growth that
| have in mgration strategy. If they were going
to be used for prospective-type things, we could
probably be under-resourced in our group.

MODERATOR FLETCHER: Dr. Jackson?

DR.  JACKSON: | was at a sem nar on
Tuesday on phen-fen-rel ated val vul ar di sease. |t
provoked sone thinking about hi gh-tech and
| ow-tech surveillance. The presenter went
t hrough at one point the list of things that were
picked up by alert clinicians: hant ovi r us,

pul nonary syndrone.

If you think about phen-fen, 2 mllion
to 3 mllion people taking this, 30 percent
val vul ar heart di sease. Vihat ki nd of

surveillance system was in place to pick up

sonet hi ng? The inplications of this are just
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ast oni shi ng.

|'ve always been intrigued by how we
can sonmehow make nuch better use of the alert
clinicians as stuff is comng up online and just
by accident, some smart doc happens to see ten of
them and say, "Oh, ny gosh. There's sonething
going on." How do we marry these high-tech to
very practical systens?

I['"'m not on the subcommttee. I'd be
interested in just sonme thinking along that |ine.

MODERATOR FLETCHER: Maybe let ne talk
as a cardiol ogi st. | think this is really going
to beconme a problem in the next few years here,
all the people on phen-fen. | see one patient a
nont h who has been on it.

The question about aortic valve and
the other atrin triglyceride valves, -- and Dr.
Haywood can certainly coment on this -- the

public is panicked about this.

And then we listen to patients’
hearts. W my hear a little murnur, the
echocar di ogram which is technologically an

unbel i evabl e system that can pick up little |eaks
of valves that really clinically don't nean a
t hi ng.

And | think we have a major problem
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here to sort all of this out and handle it
appropriately. | think it's a very small, small
small percent that are going to have problens

with these drugs. But | don't know.

Julian, do you have any comments on
this?

DR.  HAYWOOD: It can't pick up what
you haven't been programmed to | ook at. So if
you didn't set your surveillance system up to
| ook at valvul ar disease, then how are you going
to pick it up?

So there is a certain anount of
anecdotal reference-based approach here. You
have to be prepared to | ook at the system And |
think that neans preparing the database to be
prospective enough to be conprehensive. And
there's a cost factor there.

MODERATOR FLETCHER: Absol utely.

Any other questions about this?
Prof essor Eggert?

LTC EGGERT: Russ Eggert.

Mark, are you famliar with what was
called the reportabl e di sease database, the RDDB?

LTC RUBERTONE: Yes.

LTC EGGERT: Is that still in

exi stence or has that been subsuned into the
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DMSS?

LTC RUBERTONE: It exi sts for
conpletely different -- | know you know nost of
t he personnel for personnel purposes. And nostly
| ooking at HIV and I think hepatitis B were the

only reportabl e di seases.

So I'm not sure if the personne
community still has it. |'ve seen a flurry of
e-mai | about whether it neets with this. | don't

personally think it does, but | can't really say.

I don't think that they would feel
that their needs are being nmet by this system to
tell you the truth, from a personnel side, but

"' mnot sure.

LTC EGGERT: Well, | would say, if |
may add, yes. As far as | can tell, it seened to
be bl ood- bor ne pat hogens in ki nd of a
| abor at ory-based system of reporting, whi ch
bri ngs up t he guesti on: What about
| abor at ory-based surveillance in support of
things |ike global energing infectious disease

surveillance and the possibility of expanding
DMSS to do that?

LTC RUBERTONE: W are talking wth
Dr. Diaz and Kelley about what, if anything,

could be done for |aboratory-based surveill ance.
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| think there are sonme automation issues in the

DoD or we woul d get conpr ehensi ve
| abor at ory-based surveillance right now. If it
was available, 1 wuld say it would fit very

nicely into the system

We've got to decide what we've got to
do, only accept sentinel locations to do the
surveillance, probably going to surveil for all
possi ble things, CDC, et cetera, or just select
i nformati on.

So when that's worked out, | think
there is a role for the DMSS to have
| abor at ory- based dat a.

MODERATOR FLETCHER:  Anot her question?

Yes, please?

COL EI TZEN: Mark, do you see this
possibly being wused if we had another ODS
tonorrow and we're thinking about different
exposures that people mght have in that kind of
envi ronnment, special vaccines, et cetera? Wuld
you see a closeup of what you're doing now to
i ncorporate the prospective part of |ooking at
things like that?

LTC RUBERTONE: No. | don't think the
type of questions that ODS is generating are

going to be successfully nmet by this audit type,
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but | think they're -- | think Dr. DeFraites was

asked to look at a report of a higher rate of
sonmething in a group.

This rolled out into pretty quickly
not only that group but a control group and
possibly, a big possibly, sway the nomentum that
may get behind something that it's questionable
whet her there's actually something -- whether
they're going to have all of these, as soneone
mentioned, coordinates, such as who was there,
what the environnental parts may be, and a | ot of
ot her data | guess gener at ed.

Col onel Fogel man?

EXECUTI VE SECRETARY FOGELMAN: Yes.
As many of you are aware in the room there is a
new anbul atory data collection system that wl]l
be com ng online for DoD probably within the next
year or two. And | was wondering if there has

been an effort underway to pull that data in.

LTC RUBERTONE: Yes. I have eight
mllion rows of that, but it's only a few
regions. It's not at every clinic.

EXECUTI VE DI RECTOR FOGELMAN: Ri ght,
right.
LTC RUBERTONE: So we do have areas

that it is available right now
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EXECUTI VE DI RECTOR FOGELMAN: And

that's a real critical piece that we were m ssing
for a long tine. So when we're able to fully
collect that sort of data, | think it wll be
even nore useful.

MODERATOR FLETCHER: Col onel ?

COL DI NI EGA: Yes. I'd like to just
comment on sonething that Mark said a little
earlier. This is Colonel Diniega.

He made a statenment that one of the
pr obl ens t hat we're havi ng in medi cal
surveillance and actually in the preventive
medi ci ne arena, prevention arena is the lack of a
functional requirenent. And that's a truism to
the point that there's a floating requirenents
document called a SADR nmedi cal information plan.

And, as the Services provided their
i nput to the team it became very clear that the
Armmy has a functional area in health service
support that is |abeled "preventive nedicine,"”
and the other Services did not.

As a result, as it got up to a DoD
| evel, the preventive nedicine requirenments were
throwmn in with the hospitalization requirenents,
which | think is a msstatenent when we get

i nvol ved, thrown in with the inpatient and the
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patient treatnent centers. And | think that has
to be sorted out before we can nove on.

I think the Board could help in the
long run if they were aware of the issue to cone
in correct with the nation or a statenent that
t hat shoul d be sorted out.

That is one of the things we're
beginning to see in the prevention arena, that we
have not been | ooked upon as being separate. And
we' ve al ways been second to sonething el se.

MODERATOR FLETCHER: The time is up.

We probably should nove on. Doctor, thank you
very much.

(Appl ause.)

EXECUTI VE SECRETARY  FOGELMAN: Qur
next speaker will be Lieutenant Col onel DeFraites
agai n. I won't reintroduce him but he'll be
t al ki ng to us a little bi t about t he
I npl ement ati on pl an for DoD depl oynent

surveill ance.
LTC DeFRAI TES: Thank vyou, Col onel
Fogel man.

| MPLEMENTATI ON PLAN FOR

DEPLOYMENT SURVEI LLANCE DODI

LTC DeFRAI TES: This presentation is

| abel ed in your packets as an update or a status
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report on the inplementation of a DoD instruction
on joint medical surveillance. MWhat |I'm going to
spend nost of ny tinme talking about is what's
called a health surveillance sem nar, which was
our first well-orchestrated attenpt to actually
conme up with the inplenmentation plans.

It was hosted by the Joint Preventive
Medi cine Policy Group, which I'm the chairperson
of, and also the J4, the Medical Readi ness
Directorate of the J4 of the Joint Staff. And
t hat was Lieutenant Col onel Bob Thonpson, who is
al so here today.

Can we have the next slide, please?
The DoD instruction terned 6490.3 was signed in
August of this year. And this instruction |ays
out -- | think that the Board has previously
heard sone details about what was going to go in
that instruction, essentially in the pre, during,
and post-deploynent phases, a lot of the data
collection that we've already discussed | think
wi th Col onel Rubertone's presentation

This instruction lays out essentially
the requirenent to go forth and do much better in
terms of information gathering, surveillance, and
prevention of disease and injury on future

depl oynent s. So our health surveillance sem nar
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was intended to develop sone short and |ong-term
strategies for inplementing this thing.

A second objective of this sem nar was
to establish sonme sound foundation, in addition
to the surveillance and prevention aspects, to
al so get at sonme issue of assessing of readiness
of individual troops to deploy. That was the
second objective, finally was to get on with sone
actions and m | estones.

Let's go to the next slide, please.
For purposes of our work, we divided ourselves up
into four workgroups, into four shown on this
slide. First of all, what we deferred, what we
did not address specifically, were the issues of
mental health assessnent at that time and also
the environnmental issues, which were dealt wth
wth a separate group, which | think the
environnmental subgroup is going to hear about
this afternoon.

Go back to the previous slide, please.

The four workgroups that we did have dealt wth,
our standard way that we do in a deploynent, are
di sease and non-battle injury surveillance, both
i npati ent and outpatient settings. We worked
from a joint perspective on an approach to

reportabl e nedical events.
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Each Service, Air Force, Navy, Arny,
has their own system of reportable diseases,
sentinel events that require reporting. And we
wanted to work as part of a surveillance plan for
depl oynents, a joint list, see if we could do
t hat . And 1'Il talk to you nore about how we're
doing with that.

The third group dealt wth these
health readiness indicators; in other words,
i ndi vidual readiness from a health perspective,
along with sonme neasure by which we assess health
before, during, and after depl oynent.

And, finally, the final group was to
try to discuss issues of how all of this data was
going to be handled as it's being generated and
transmtted.

Let's go to the next slide, please
The first group. I'll just tell you a little bit
about what we did.

Next slide, please. First of all,
this group worked on a standard surveillance
format. Right now there is essentially a
directive from the Joint Staff to all of the
conbattant conmands around the world whenever
there's a j oi nt depl oynent t hat medi ca

surveillance in ternms of outcones, in terns of
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visits to outpatient and inpatient facilities, is
to be gathered in the standard format.

That nmeno, that instruction was signed
in January of 1993. And it's been sort of the
way we've tried to do business since then. And
the purpose of this group was to try to update
that, and that's what we did. W said that we
reviewed the existing docunment and devel oped new
cat egori es. I'm not going to go into great
detail on that today.

The second thing, in ternms of the
i mpl enentation plan, was to wupdate the Joint
Staff menpb, to get another neno out and also to
expand this concept to garrison; in other words,
not just when you're on joint deploynents but
al so when you're hone.

That's outside the purview of the
Joint Staff and the conmbattant commanders, and
it's more the purview of the Arny, Navy, and Air
Force as we do business at hone station. So it's
a whole different set of sort of conmand
authority that has to be involved in that. And
that's been a trenmendous obstacle to overcone.

Next slide, please. What we did with
t hat wor kgr oup was we t hi nk an i npr oved

surveillance format, where we incorporated the
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concept not only of events of nedical visits in
different disease and injury categories but also
enphasi zed the devel opnent or the calcul ation of
rates on a weekly basis.

Some action thresholds devel oped based
on the experience with these simlar categories
and simlar out pati ent experience at Canp
Pendl eton and other places where this has been
used in garrison to get an idea of when we think
a unit health care provider or unit surgeon needs
to beconme concerned when their rate of event,
such as diarrhea, crosses a certain action
threshold. They need to look at it carefully.

And, finally, we mde this, our new
approach, conmpati bl e W th sonet hi ng call ed
Epi NATO, the North Atlantic Treaty Organization
sur geons. The conponent countries or nenber
countries have collaborated on a surveillance
system that's enpl oyed, supposedly enpl oyed,
during NATO operations. And we wanted our
format, anything we were doing, to try to be
conpatible so it could be mapped into those
cat egori es. And we think we succeeded. And
t hen, finally, we expanded our surveillance
concept to try to include the inpatient data.

Next slide. What we had planned to do
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was update the surveillance neno. That hasn't
been done yet, but we're working on it to devel op
new fornms and guidance to go wth it and,
finally, to develop an electronic data formt to
go with it as well.

And then the big 1issue, the big
due- out , IS to expand this routi ne-type
surveillance to include appropriate garrison
settings. And we thought possibly the way this
could be marketed to units would be those units
that are prepared to deploy that have their own
organic nedical assets, such as an infantry
battalion with the battalion aid station. They
woul d have a lot of interest in developing their
baseline data in garrison to have sonething to
conpare wth.

And, secondly, there's also the train
to be prepared to inplenment this thing when you
deploy by doing it all the time so you don't have
to learn. There's no |earning curve then.

Next slide, please. The second group
dealt with the reportable events.

Next slide. The objectives of this
group were, as |'ve already said, to develop a
standardi zed DoD reportable disease list for use

in garrison and deploynents; and then to have one
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specific for field use, if necessary, and then to
recomrend how this data m ght flow, and, finally,
to identify what resour ces and what
i mpl enentati on strategy m ght be needed.

Next slide, please. By the end of the
week, they had developed their first list, first
draft of a list, of reportable events. And you
can see in the beginning fromtheir objectives to
the acconplishnments that the focus changed from
di seases to events. And that's what |'ve been
saying all al ong, t hat we should call it
reportable nedical events because it includes
I njury and sonme environnental issues as well.

Most of the infectious diseases were
covered on this first draft list. And there were
some outstanding issues that -- this group has
met again and actually net yesterday and has gone
through a second draft. And | think we're very

close to having a single |list of reported nedical

events.

We're not ready to talk to the AFEB or
anybody el se about it in detail. There are stil
sonme nore issues to work out, but | think in the

future this could be briefed to the AFEB with no
probl em The rest of t hat |'ve already

di scussed.
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Let's go to the next slide, please
This we al ready di scussed.

Let's go to the next slide. The third
group dealt with the health readiness indicators
and the health assessnent.

Next slide. The objectives of that
wor kgroup were the following, as you see here
t he r eadi ness requirenents, to sonmehow
Institutionalize themin op. plans, in operations
pl ans, and SOPs, standard operating procedures,
to give them significant, sufficient visibility
and accountability, finally to get at sone idea,
sonme nethod that could be practical to assess and
document the health status prior to the follow ng
depl oynent . This is one of the mjor | think
obstacles or the challenges | think set out by
the DoD instruction, how to assess health before
and after.

There have been a lot of calls for our
ability to do this. And we're still westling
wth how to do this in a practical way that has
any nmeaning, to assess the health status as
peopl e are | ooking for ways to have capability to
| ook back and determ ne what a baseline health
status before a given deploynent was and how the

health status may have changed.
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And, finally, it was to integrate this
sort of health assessnment approach, a concept
wth what's called the Service nenber life cycle
concept . And under this concept in the
I nformati on managenent is tracking an individual
with information from the time that person is
accessed into the mlitary, through his training,
t hr ough hi s depl oynent s, t hr ough
hospitalizations, et cetera, nedical events that
occur, per sonnel dat a, all the way through
retirement or discharge fromthe Service.

I think you saw sonme of that concept
laid out in Dr. Rubertone's slide. Essentially
on a time line, if you view that as a tine line
from accession to retirenment or death, then
that's the information managenent Service nenber
life cycle concept. W see that's pre and
post - depl oynment assessnment as neeting, requiring
Integration with that |arger concept.

Next sli de, pl ease. The
acconplishnments of this group at this particular
sem nar were they did devel op some consensus on
sonme heal th readi ness requirenents.

They laid out a plan for what they
felt was | ongitudinal health assessnents.

Real ly, what the concept is is they have a very
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sinplified pre and post-deploynent assessnent
that can be done as needed right before and right
after depl oynent.

The nost inportant thing was to have
sonme sort of routine periodic health assessnent
initiative. VWhat we | ooked for as a nodel is a
conbination of self-reported health assessnent
that you get from what's called a HEAR, a health
enrol Il mrent and assessnent review, instrunment but
given on a nore periodic basis to where that
could probably be functioned as a nmuch better
baseline than sonething given at the eleventh
hour before one would get on an airplane and
depl oy.

W think it would probably be a
better, nmore accurate baseline to also have an
opportunity when admnistered on a non-energent
basis, on a routine basis to get into nore detail
wth issues that really need to be explored. I
think a particular sensitivity is some of the
mental health issues, perhaps sone of the al coho
I ssues, and other risky health behaviors.

The other issues that were included in
this longitudinal health assessnent are sone
peri odic tuberculous skin testing protocol. The

group arrived at an annual schedule for that.
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That is subject to change and also to get an HV
serum done within 12 nonths before depl oynment.

Al ready for overseas deploynents, the Services
have some sort of limted requirenent for
docunent ati on of a negative HI'V status.

The DoD instruction on deploynent
surveillance requires for certain deploynents you
have serum drawn before a deploynent, to have
sonme serum avail able for testing if necessary.

And the idea here was to use this HV
serum that already goes into the repository, is
al ready accessible through the defense nedical
surveillance system by name and by date, is
listed very well, if done on a regular basis
function as a good baseline serum and perhaps in
some situations could also function as a
post - depl oynent serum as well depending on what
particul ar disease or reagent of interest you
were interested in trying to use this serumfor.

I think there were some differences in
Service policies in terms of timng of HYV
testing. And we're trying to work to standardi ze
that anmong the Services nore to make this HV
serum viable as this baseline serum for
depl oynent .

We also canme up with a condensed form
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and questionnaire, very valuable input from the
sur geons' representatives from the conbattant
conmands. The CENTCOM Atlantic Command, ATCOM
Speci al Operations Command were all there and
felt, really, they could probably support a very
bri ef guestionnaire, bot h pre and
post -depl oynent, very abbreviated. And what
we're looking for is really in order for this
concept to work, we do need sonme periodic health
assessnment that's nuch nore robust than these
bri ef questionnaires.

Next slide, please. Some of the
I ssues, the due-outs from this group were to
update the joint regulation on inmmunizations to
reflect some of the changes. Mostly this
reflects the focus on readiness that this group
had in order to change sone of the timng of the
I mmuni zations to be nore standardized anong the
Services, especially with vaccines that have cone
online since the |atest update of that joint reg,
whi ch was in Novenber of '95. Since then, we've
prepared the hepatitis A vaccine for one thing to
conme online and also the varicella vacci ne.

We did set out as a plan to develop a
joint regulation on deploynent surveill ance. I n

ot her words, instead of developing three Service
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pl ans, Arny, Navy, Air Force, for inplenenting,
this DoD instruction is to have one. And that's
what we're working on right now.

We actually nmet yesterday to further a
draft docunent that Lieutenant Colonel Thonpson,
whom you heard from earlier this norning, has
drafted a draft inplenentation instruction for
the Air Force. And we would like to turn that
into a joint instruction.

VWhat we would |like to have in that
I nstruction, two main things, are to define these
m ni rum health readiness requirenents that both
operators and nedical people could support and,
secondl y, to try to codify or at | east
Institutionalize this whole concept of sone sort
of periodic health assessment that could be used
as a baseline for deploynment surveillance.

Anot her objective was to integrate the
I dea of deploynent surveillance into the Service
menmber life cycle concept. This mainly speaks to
the issue of how this issue will be dealt with in
the developnent of new information managenent
systenms within DoD health affairs to try to get
our seat at the table in order to get ¢this
concept at |least recognized so that it becones

institutionalized as the Service nmenmer life
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cycl e concept goes forward.

And, finally, it's to integrate sone
sort of deploynment nodule or travel hi story
nmodule into the HRA, the health enrollnent
assessnent, review as it's devel oped. Ri ght now
there is no deploynent-oriented nodule in the
HEAR.

Next slide, please. The final group
on network and health data: collection and
transmttal.

Next slide, please. They dealt wth
i ssues of two things. One is how to transmt
dat a, in and out of fear as these joint
performances have gone on; secondly, how to get
speci nrens out of the data. If you're going to
draw this close to deploynment serum as mandated,
certain deploynents, then if that's done in data,
how are you going to get it back? And how are
you going to get it registered in the record?

So they dealt with the idea of the
questionnaires of serum the data flow. W asked
them to be very specific about performance of
cont act . And that's all going to be codified
into our joint reconmendati ons.

As Col onel Di niega nentioned, t he

theatre nmedical information programis to devel op
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a plan for integration of sone of the issues in

depl oynment surveill ance into t he medi cal
i nformatics program We've had input into the
theatre nmedical information. Col onel Fogel man

gave sone functional requirenents that cane out
of this semnar into the program that's working
on the theatre medical information project.

Next slide, please. So we've done
sonme of that. The other acconplishnents of this
group were they did identify the process, and
they identified the points of contact.

Next slide. There were quite a few
due-outs fromthis group in ternms of nice things
to do. And one of them was to overall get
surveillance report and reportable disease form
i ncorporated onto the Armed Forces Medical
Intelligence Center's CD-ROM in MEDIC

I think this group has seen that
denonstr at ed. It has nedical threat information
and count ermeasures. One of the issues is we'd
like to see sonme of these forms also included on
that CD-ROM to be available for everybody to be
able to get at those. And, secondly, we could
have a Web page access to some of the fornms as
wel | .

In terms of these conpleted forns, we
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view that t hese pre-depl oynent questionnaire
problenms need to be conpleted at honme station and
the post-deploynent questionnaire probably is
best conmpleted in theatre.

And, finally, we felt t he
pr e- depl oynent obt ai ned from HIV, t he
post -deploynent, the timng, and |location of this
post - depl oyment specinen, if needed, where it
woul d happen is unresolved as of the end of our
meet i ng.

Now, it's a very signi ficant
| ogi stical problem for a conmbattant commnder to
be able to support that type of operation in sone
sort of sparsely supported theatre. So it's
still an issue that's not resol ved.

This idea of having the H'V serum

speci men function, both pre and post, | would say
has not been accepted outside of our group. So
It's still an open issue. And probably the

informatics automation is al so an issue.
Next sli de, pl ease. These |'ve

al ready said, the conpleted tasks of the group

Next slide, please. And the action
items, |1've pretty much addressed all of those.
Unf ortunately, I didn't have t hese slides

avai |l abl e on paper. We can get them printed out
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and issued by the end of the day. | think we can
get printed.

Some of the due-outs that | hadn't
really tal ked about in great depth, environnmenta
surveillance work, there was a separate group
t hat was addressing these issues specifically.

And also in nental health | think
there were very significant issues that our group
that met in October did not feel we had the
expertise, really, to address them But that's a
very large -- both of these are big parts of the
DoD instruction on nedical surveillance. And
they're going to have to be dealt with at sone
poi nt .

Fi nal |y, al ways t he reserve
conponents, how they're going to play and how
they're going to be able to participate in
reserves also needs to be integrated, too. We
felt that at a higher level, this issue of
post - depl oyment serum needed to be resol ved.

And, finally, al so, as had been
alluded to earlier, we're very much at the nercy,
the DMSS | think is very much at the nercy, of
the quality of the data that's being collected
for other purposes.

One of those very significantly for
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any type of deploynent surveillance 1is the
personnel data on who is deployed and when they
enter the theatre, when they | eave. And that is
not a nedi cal database, a personnel database.

And we have had sone discussions wth
t he personnel managers in all of the Services.

Agai n, each Service has their own way of doing

busi ness. And each one is sort of evolving at
different rates over tine. So it's been a very
hard issue to keep current on since all the

Services are operating sonewhat differently.

Real ly, all we can do from our vantage
point is just to bring it up as an issue that we
have a vested interest in that someone el se needs
to fix. Unfortunately, we don't have the
authority nor the resources to fix it.

Finally, it is to try to do what we
can to accelerate the automation support for
operational medicine so at the aid station in the
depl oyed setting, automating all aspects or as
many aspects as possible of operational nedicine
woul d greatly assist us in our attenpt to try to
keep track of what's going on.

I think that's ny last slide. Yes,
that's it.

MODERATOR FLETCHER: Thank you very
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much.

EXECUTI VE SECRETARY FOGELMAN: Any
questions?

MODERATOR FLETCHER: Questions or
comrent s?

COL SANCHEZ: Yes. Col onel Sanchez
f rom CHPPM

How is that proposal flowing to the
dat a? Is this intended to go hard copy now to
the disease surveillance team and then in data
formto the AMSA? How is that going to work out?

LTC DeFRAI TES: Yes. Yes, sir. 1"

repeat it. Ri ght now the concept is that this
data at the very brief -- | didn't show you the
readi ness indicators. | didn't show you the
gquestionnaires, t he very brief, one- page,

questi onnai res.

Ri ght now the concept is you get down
in paper format, their sense of the deploynent
surveillance team And then the data is
transmtted to the deploynent, DMSS.

So the data from those pre and
post - depl oynent questionnaires is intended to go
and to be incorporated into something like this
at the Center for Health Pronotion and Preventive

Medi ci ne.
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W would |like to go to an autonmated
system

COL SANCHEZ: I was thinking the Web.
You nentioned the Web. We could access it

t hrough t he Web.

LTC DeFRAI TES: Yes. That would be
the ultimate way we would |ike. It would be a
|l ot faster | think to process people. And al so
the data would go into the process and wouldn't
get lost.

MODERATOR FLETCHER: Dr. Haywood?

DR.  HAYWOOD: How are confidentiality
I ssues bei ng handl ed?

LTC DeFRAITES: Confidentiality issues

of ?

DR. HAYWOOD: Personal data, HIV.

LTC DeFRAI TES: The HIV data is
al ready protected. Their data system -- | can
well describe it now, but it's a secure system
for HI'V status of the serum And how to get

access to the identifiers for that serumis under
the control of the defense nedical surveillance
system but it's not accessible. There are
additional fire walls in place to protect the
confidentiality.

Confidentiality of fornms for Social



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

150

Security, nunbers, and nanes in the mil is no
nore confidential and protected in mailing boxes
of forms through the mail than it is for any
ot her piece of mail.

Al'l the databases that have personnel
i dentified have got requirements t hat for
confidentiality, we have personal identifiers.
So all of these data systens you see that are
i nked by Social Security nunber or nanme, there
are laws in place.

MODERATOR FLETCHER: Questions?

EXECUTI VE SECRETARY FOGELMAN: Dr.
Rei ngol d?

DR. REINGOLD: | was a little confused
in terms of the questionnaires about health
status, whether the plan was to do those pre and
post -deploynment as well as on sonme sort of
regular basis or to wuse the ones done on a
regul ar basis in place of pre and post-depl oynent
or what .

LTC DeFRAI TES: What we envision is a
little of both, that on a routine basis to go in
great depth about the assessnent of your health,
both nore of a periodic health assessnent, |ike a
health risk appraisal, and sone sort of limted

medi cal review on a routine basis, and then pre



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

151

and post-deploynent a very |imted anmount of
gquestions t hat announce things i ke, " Has
anything recently happened to you that we need to
know about before you deploy? Are there any
questions or concerns you have right now?"; |just
sort of being a very brief and conci se update.

But the tinme to go into great depth
about your al cohol use, any other type of nedical
probl ens that you m ght have, that's where we see
this peri odic health assessnent being the
opportunity and a nore appropriate place to do
it, rather than doing that at Fort Bragg right
bef ore you get on an airplane to go soneplace and
al so when you're com ng back.

DR. REI NGOLD: Yes. But | think the
other inportant point is if there's going to be
any attenpt made, for exanple, to conpare the
I mport ant health status of people after a
depl oynent versus people who haven't had that
depl oynent.

Clearly the data will be nmuch Iess,
probably will be nore objective and |ess biased
if they reflect on a regular basis, rather than
i mmedi ately pre and post-deploynent. Then we
won't have data post-depl oynent or pre-depl oynent

for people who weren't depl oyed.
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LTC DeFRAI TES: Yes. That | mmedi at e

pre and post-deploynment brief questionnaire, of
course, you won't have that on people who didn't
depl oy, but you wll have the periodic routine
heal t h assessnent data on everyone.

That's the only basis you're going to
have for any sort of conparison. But, really,
that's where nost of the inportant information is
going to be anyway. It's not going to be in this
short questionnaire. I think it's nuch nore
validated, and it's sinmply nmuch richer anyway.

MODERATOR FLETCHER: Dr. Sokas?

DR. SOKAS: | was just going to ask
who adm nisters those questionnaires and who
enters the data, then.

LTC DeFRAITES: Which one?

DR. SOKAS: Either the routine, nore
conplete health assessnments or the limted pre
and post-depl oynent questionnaires.

LTC DeFRAI TES: Limted pre and
post - depl oynent assessnents, | nean, it could be

a nunber of settings, but anywhere from in a

battalion aid station, like clinical setting, to
a deploynment |ine, when you re going through and
getting your wll wupdated, and your energency

information and then you sit down to fill out
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this thing.

DR. SOKAS: So it's self-conpleted?

LTC DeFRAI TES: It's conpleted, but
then there is a requirenment to have sone sort of
medi cal review of the answers that are given.
And then there's codified in it what type of
responses require higher nedical review

DR. SOKAS: Ckay.

LTC DeFRAITES: So if you answer "Yes"
to the question that you m ght be pregnant and
you're a woman -- if you're a man, | don't know.

We go back and ask you again. But if you're a
woman and you are pregnant or m ght be pregnant,
then that requires a little bit nmore nedical
review of that answer, sonething |ike that. That
right nowis the way it's done.

I mean, that data, the way it was done
for Bosnia is supposedly the original station,
the nmedical record is a piece of paper in your
I ndi vi dual patient record. And a copy is sent
back through the mils now to the deploynent
surveillance team And then that data is put in,
entered at that point.

But that's more of a routine nedical
clinical setting, where you cone in and have a

medi cal review. You go get your personnel record
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revi ewed, and you cone and see the doctor or the
medi cs and have this thing filled out.

Then that data, there are plans in
place to have a preventive health care system
which automated that process and have routine
health assessnent. Once that data is nmade
automatic, then we can talk about incorporating
it into a DMSS.

Al ready Col onel Rubertone said he's
got health risk appraisal, which was the Arny's
precur sor to this present DoD health risk
appraisal, but the old Arny health risk appraisa
was in a scannable formt.

There is sone self-reported health

ri sk behavi or-type data avail abl e. This will be
much nore conprehensive, | think. That's the
I dea, | think. That costs a lot of noney to do

it.

MODERATOR FLETCHER: Ot her comments or
gquestions?

(No response.)

EXECUTI VE DI RECTOR FOGELMAN: Thank
you.

MODERATOR FLETCHER: Wel |, thank you,
Col onel .

(Appl ause.)
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EXECUTI VE SECRETARY FOGELMAN: Vel |,

actually we have three speakers for the next
talk, which is going to be an adenovirus update.
We're going to have Colonel DeFraites stay up
front on the block to open with an introduction.

Then we'll have Col onel Jose Sanchez,
who's the Chief of the Epidem ol ogi cal Consultant
Service in the Arny; and Lieutenant Commander Meg
Ryan, who has briefed you before, who is the head
of the Preventive Medicine Department for the
Naval Hospital, Great Lakes.

W'l | start out wi th Col onel
DeFraites.

ADENOVI RUS UPDATE

LTC DeFRAI TES: Yes. My part will be
very brief because you heard an update on the
status of the adenovirus vaccine in August. And
|"m going to just give a brief update of where we
are now.

Next slide, please. If you renenber,
t here was a two-pronged DoD approach to
addressing the issue of the end of available
adenovi rus vacci nes. And the first one was to
extend the supply from Weth.

And our plan was to adm nister vaccine

only during the winter nonths, between Septenber
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and March. In order for that plan to work and to
be translated into an extension of available
resources that Weth, the manufacturer of the
vacci ne, had to request an extension of the shelf
life fromthe FDA

When | briefed you in August, | said
that that was pending. Well, that remined
pending, really, for another six weeks after |
spoke.

The second prong, the second branch or
action that's part of DoD' s pl an IS to
participate in developnent of a new vaccine
sour ce.

Next slide, please. In terms of the
extension of Weth vaccine, we do have an
extension from the FDA through August of next
year. However, as | already nentioned, the
delivery of vaccine this year was delayed to the
recruit stations.

And, actual ly, I think -- wel |,
Li eutenant Conmmander Ryan and Colonel Sanchez
will talk to you specifically about issues at
Great Lakes and at Fort Jackson that are related
to that. And they probably have specific dates
at which vaccine was received, but it was closer

to the beginning of October than the first of
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Sept enber.

They w Il also be describing these
out breaks of adenovirus, of acute respiratory
di sease that's mainly attributable to adenovirus
at at least these two sites, Fort Jackson and
Great Lakes,

Next slide, please. |In terns of a new
adenovirus vaccine, right now we have no contract
w th any manufacturer. Yes, we have a contract
with no manufacturer or no contract wth any
manuf acturer. So nada.

And the cost estimate, what's happened
Is the manufacturer that had expressed interest
and had proposed devel opnment of the new vaccine
was Gier. Their estimates of the cost that they

woul d incur, the risks, the financial risks, that

they would incur have escal ated. And there are
still negotiations wth the DoD wth the
manuf act urer. That's really all |1'm prepared to

say about that right now.

Next slide, please. Il think I'"Il turn
it over. Col onel Sanchez, are you next or
Commander Ryan?

MODERATOR FLETCHER: Any questions?

CDR McBRI DE: Bob, | have one comment.

The FDA extended the shelf life -- this is Wayne
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McBride -- until August of '98. But we will have
supplies that will last us belong that. VWhat is
the effort to extend the shelf |ife gets further
to allow us to use what wll yet be remining

after that extension is expired?

Do you know what I'mtrying to say?

LTC DeFRAI TES: Yes. Wayne, |'m gl ad
you asked because the issue is going to come up
again this sumer that FDA -- why it is incunbent
upon the manufacturer that it neets your request
for another extension.

In order for us to use what we think,
our projections of vaccine availability, if they
hold up, we have enough vaccine -- if we use it
during these nonths at the sane rate we have in
the past, we think we have enough vaccine to | ast
until through the Spring of 1999. So it would
behoove us to request that Weth extend the shelf
life.

And our agents | guess at DPSC al r eady
know that this is going to be sonething that
needs to be done. And all we can do is work with
the manufacturer to provide data to FDA. But
it's really incunmbent wupon the manufacturer to
request it.

DR. ALLEN: Vhat bi ol ogi c or
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| aboratory data is supplied to the FDA to support
t he request for an extension?

LTC DeFRAITES: | don't know that. As
a mtter of fact, we really were not -- |
personally was not party to seeing that data
FDA protects the confidentiality of negotiations
between them and -- they view it as an issue
between them and the manufacturer. So | don't
know what data was provided and what data FDA
needs.

DR. ALLEN: Presumably there are hard
data that underlie that request. It's not just a
"We think it's probably okay. Please extend it"?

LTC DeFRAI TES: | can't answer that.
| don't know.

EXECUTI VE SECRETARY FOGELMAN: Dr .
Gaydos?

COL GAYDOS: Joel Gaydos.

| believe that Weth is sending them

real -time testing potency.

COL SANCHEZ: It's a pleasure to be
here with you. " m Col onel Sanchez. | used to
be assigned to this admnistrative detail this
sunmmer . Now |I'm at the CHPPM the Center for

Heal th Pronotion and Preventive Medicine, working

with the surveill ance guys.
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Before | start, this will be nobre or
| ess of a canned presentation. There will be a
handout | ater on available in the desk. I will

al so encourage you to get into the Wb site and
| ook at the |atest report on the Novenber issue
of the MSMR, nedical surveillance nonthly report,
t hat Mark Rubertone puts out because there is an
excel lent report fromthe field.

Having said that, today | would I|ike
to present to you the results of an epidem ol ogic
I nvestigation conducted anong Arny recruits at
Fort Jackson, South Carolina. This is what we
call an EPICON investigation. It was conducted
with the assistance and support of nedical
officials from the institutions listed at the
bottom of that slide.

Nanmel y I woul d i ke to credit
Li eut enant Col onel Rose Marie Hendrix and Col one
Dale Carroll, the commander of the hospital, at
Walter Reed nanely Colonel Bruce Dennis, Dr.
Lenny Binn for providing the virology, part of
the virology work done by Lieutenant Colonel Pat
Kel | ey. And at the supporting nedical center,
the Dwi ght D. Eisenhower, Colonel MIls MNeill
has been tracking this epidemc or this problem

since it started.
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Now, during the Summer and Fall of
1997, a slow but consistent wupward trend in
febrile acute respiratory disease rates was noted
at Fort Jackson by officials at the ARD
surveillance program here as well as by the
preventive nedicine officer locally, Lieutenant
Col onel Hendri x.

Coi nci dent al with this relative
I ncrease, which, by the way, has never exceeded
the threshold for the whole post of 1.5 percent
per week, was the initiation of an adenovirus
surveillance study by Dr. Geg Gay and his
col l aborators from the Navy Health Research
Center.

It should also be pointed out and
i nportant that routine imunization of recruits
as mandated by Arny policy ceased or stopped this
year in 31 March 1997. And it was not restarted
until 3 Novenber 1997. So the data that | wll
present to you here is while in the absence of an
adenovi rus vacci ne.

The principal objective of the EPICON
was to collect appropriate serum and throat swab
specinens for culture fromill recruits that were
hospitalized at the infirmary of Moncrieff Arny

Hospital at Fort Jackson.
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This was done to support what's call ed
the adenovirus replacenment program or ADREP in
your slide, and the work that's been done or
started by Dr. Binn here at WRAIR

Cbvi ously another and probably nore
I mportant objective was to assess the inpact that
these acute respiratory diseases or adenovirus
i nfections have had on the mlitary recruit
training population at Fort Jackson. Hopeful |y
by defining risk factors for illness, we could
maybe conme up with in the absence of vaccine sone
non-vacci ne preventive measures that may help in
controlling the transm ssion of these agents and
possibly help us plan for future studies, both
vaccine as well as other integrational studies.

Now, Fort Jackson is located in the
city, outskirts, of Colunbia, South Carolina.
And it's a center for basic training for over
50,000 Arny basic trainees a year. It is the
| argest Army training post.

Wthin four days of arrival on post,
recruits are in process at the United States Arny
Reception Conpl ex. And anong other things,
besi des getting their unifornms and being told how
to salute and being dragged around by the dril

sergeants, they also get their nmedical and denta
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exans, what's <called a troop nedical/dental
I n-processing reception clinic.

Now, part of t hat I n- processi ng
i nvol ves i mruni zati on. And one of the vaccine
preventable agents that we immunize against is
adenovirus Types 4 and 7.

Now, this vaccine again is routinely
only admnistered during the October to March
time frame, coinciding with the adm nistration of

each year's influenza vaccine.

The way this works out -- this doesn't
show well, but this is a ward. This is a
hospital ward, could be anywhere. Any recruit

that presents to the Battalion A station of the
troop nedical <clinic with a tenperature, oral
tenmperature, of 100.5 or greater and one or nore
synptons of respiratory illness is automatically
admtted to the ward, to the infirmary. It's
called the ARD infirmary.

Now, wupon hospitalization, routinely
wthin 24 to 48 hours -- and this is done
serially overnight, the next norning. If it's
Monday through Friday and it's done Monday
nmorning for those recruits that got admtted on
Saturday and Sunday, the infirmary staff -- and

this is Ms. Joanie Connolly, the adenovirus
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study contract nurse, which collect clinical data
and sanples on all patients for a viral workup.

Now, it is upon this already existing
system that we pi ggyback our sel ves with
addi ti onal per sonnel resources for clinical
eval uation of patients as well as collection of
bl ood sanples, which is not routinely done by the
adenovirus random study, as well as collection of
clinical and epidem ol ogi ¢ dat a.

Now to the findings. A total of 79
pati ents hospitalized wi th febrile acute
respiratory seizures were seen and evaluated
during the 10-day period at the end of Novenber.

Si xty-two percent of these cases were
mal es. Thi s cl osely mat ches t he act ual
distribution of recruits at Fort Jackson, which
for this year is 61 percent nen and 39 percent
wonen.

Only 3 of the 79 soldiers that were
eval uated had actually received vaccines. They
had just cone in, and they were like the first or
second week of training and had just received
vacci ne. | rem nd you the vaccine was started on
3 Novenber.

Mai n synptons include fever, headache.

We included two additional patients which had
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reported a history of fever, but when actually
measured on adm ssion was not 100.5. So that's
why this is not 79. It should have been 100
percent technically, but be that as it may.

Now, an inportant conponent of this
i1l ness were these nasty | ooking tonsils or adeno
tissue, which covers quite a significant anount
of this conport, as you mght imgine from the
recruit standpoint.

Around two-thirds of patients; that
Is, 62 of the 79, 62 percent of the 79, were in
their 5th, 6th, or 7th week of training. Very
few actually were seen during their first three
to four weeks and very few in their eighth week.

Their AT is a second training period
after their basic training, where they actually
get specialized training in whatever occupational
specialty they go into. | won't go into too many
details other than that.

Now, when you |look at the review of
the path data for the period of My through
November '97, you see that a mjority of cases
occurred in the fifth to seventh weeks of
training. Let ne take you through these slides.

These are actually the confirned

positive adenovirus results. | have data here
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and going 265 isolates. These are not all the
I sol at es. An updated figure you'll find in the
MSMR report from Novenber. You can | ook at that.

Actually, these are the weeks of
training. So these are the differing units.
Each of these lines are different conpanies. And
there are either four or five conpanies per
battalion. There are 8 training battalions, a
total maximum of 40 training conpanies. Each
conpany is about 200 individuals on the average
dependi ng on the tine.

This is week one of training, not nuch
happeni ng. Week two, not rmuch happening. Week
three, you expect to see a blip in this unit
second of the three nights. On week four,
anot her blip. Blip on here, week five. Anot her
blip on week six. And two |arge clusters on week
seven. Not much on week eight. And this is
arbitrarily week nine. That's actually unknown
i nformation. Now, that's the adenovirus isolate.

Now, if you look at the whole ARD
population -- and I'Il tell you later what
percentage of this ARDs that were cultured were
actual | y adenovirus-positive.

Be that as it may, when you actually

| ook at the clusters of all acute respiratory
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di seases  -- and these are clusters. The
background here in purple or dark blue is two or
| ess cases. This should actually read zero to
two. Ckay?

So anything with three or nore cases
we called a cluster arbitrarily. W thought in a

conpany-size unit, three or nore would represent

a 1.5 percent or nore. And that remains the
t hreshol d.

There are 32 separate clusters. And
all of them nostly with the exception of this

cluster here and this cluster here occurred in

weeks five, six, and seven while individuals were

undergoing weeks five, Si X, and seven  of
training. That's the overl ap. You put these
things, such as the ARD. And this is the

significance. This all happened in weeks six and

seven.

Now, this is sort of a summry. After
review of al | of the available data, we
I dentified 12 separ at e clusters of
adenovirus-confirmed illness, 3 or nore cases
during the period of August to Septenber. I do

not have conplete data yet for the nonths of
Oct ober and Novenber. So there will be a few

nore identified, |'m sure.
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We identified t he possi bl e

i ntroduction of adenovirus into basic conbat
training units by affected new recruits in at
| east six instances. "Il show you that in
graphi cal format.

Three conpanies had 16, 18, and 19
adenovirus-confirnmed cases, respectively, for an
attack rate for adenovirus-confirmed respiratory
i1l ness, hospitalized, of 8 to 10 percent.

In addition to that or on top of that,
If you only ook at ARD, there were 32 separate
conpanies during the sumrer and fall that had
rates that exceeded one and a half percent per
week, 5 of which exceeded 5 percent per week.

For sonme reason, we're not sure why
the rate, the ARD rate, and not the adenovirus
virus rate but the ARD rate, was higher in the
first training recruits. As expected, rates were
lower in the reception station troops or in
troops that had already gone by basic training
and they were in their advanced i ndividual
training.

And when we |ook at starship, those
troops that were based, housed in starship
barracks versus those that were housed in other

barracks, we call them rolling pin. "Il show
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you a photograph |ater. There was no difference
in ARD for adenovirus rate.

These are the 12 ADV clusters. These
are the respective 16, 18, and 19. Each one of
t hese peaks is a separate conpany for a separate
week. There are 12 of these clusters. These are
t he conpanies running this way, 40 of them

And these are the dates starting from
early May, June, July, August, Septenber, for the
start of October. So everything is happening
| ate  August, bul k  of Sept enber, and early
October, the mmjority of cases occurring in the
first week, where they had a higher rate.

These are the introductions or the
seatings or whatever you want to call them I
tried to superinposed that. There were nine
I ndi vi dual s t hat wer e pi cked up as
adenovi rus-positive.

During their reception week, when they

initially came to Fort Jackson, three of them

fizzled out. They fail ed. They were chaptered
out or whatever. They didn't go on to becone
part of basic training. They just went hone,

those three individuals, these three arrows.
The other six went on to different

units at different tines. In three of those six
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I nstances, mainly here, here, and here, they
preceded imedi ately before an outbreak in that
unit, that conpany that they went to. That
doesn't nean that they were in that phase. |t
could be that there were other stages at other
tinmes. Certainly | think it illustrates the
poi nt of the risk of introduction of the virus in

a popul ati on.

Now, | show you 12 nountains. That
was adenovirus. These are the 32 nountains for
t he ARD. Each one of these cups is cut at one
percent. So if you go past the brown, that's

al ready past the threshold | evel.
Thirty-two tinmes, 32 separate
I nstances, there were conpanies that exceeded one

and a half percent per week incidence of acute

respiratory disease, fever after respiratory
di sease. That nmeans hospitalized, not just any
fever.

O those that were cultured, -- and I
got information on 265 isolates out of 814
i ndi viduals cultured -- 33 percent of them were
positive. Again, as expected, high rates of

i sol ati on of adenovirus in the training units, as
opposed to the individuals recently arrived or

individuals that are nore experienced, have
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al ready gone through basic training. We call
them Al T.

Now, the average time taken away from

unit -- and this is actually what drives home the
point to the commanders, not what | showed you
before -- due to adenovirus infection was
estimated to be about three days. You will see

later it kind of matches with the experience that
the Navy at Great Lakes has had.

If you look at the actual inpact, you
can tell that approximtely 800 man-days -- this
is one battalion. Al right? This size unit was
| ost from training because of
adenovi rus-confirnmed. It's not all ARD. This is
j ust t hose that are confirmed during that
five-nonth period between May and Septenber,
probably twice that if | include October and
Novenmber data whenever | get it.

It doesn't show well, but this
basically prefers to show a <cross-sectional
survey of two of the affected platoons. And this
is M. Turley, who is in the back of the room
He's here adm nistering a questionnaire. We were
trying to |l ook at risk factors for illness.

To mke a long story short, 122

trainees were interviewed. The only possible
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risk factor for reporting on acute respiratory
di sease illness was being female gender. That
may be an artifact of reporting, may be nore
likely reporting by females. W don't know since
we do not see a predilection, as | showed you, in
our mssions in terns of the rate for females
versus male. W have yet to see if this shows up
i n other studies.

There were no clear associations wth
hand- washi ng practices and other personal hygiene
factors or a prior history of snoking. What is
i nportant, though, is that although hand-washi ng
practices have been enphasized, has received a
| ot of high-level conmmand from the general down,
only three percent of individuals interviewed in
those two affected units actually reported
knowi ng about it. Basically the word is not
getting down to the user level, from the drill
sergeant down to the recruit.

Now, industrial hygiene ventilation
surveys were performed in starship -- this 1is
what they | ooked; again, this is why we call them
starship -- as well as in rolling pin, rolling
pin because if you look at this fromthe top on a
map, it looks like the pin of an M6 rifle.

You're going to have to believe ne on that one
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because | still don't see it.

The point here is that when you
actually go in and neasure -- this doesn't show
well, but we actually place in four different
pl atoons, two in starship barracks setting and
two in this other type of barrack setting, and we
actually nonitor it throughout the weekend and
then through the week while they went to sleep
and then went hone.

Actually, what you find is an excess.
| f you nmeasure |evel of carbon dioxide indoors,
it tells you a nmeasure of crowding. And for a
nunber of reasons, NI OSH has set up the threshold
at 1,000 parts per mllion. So if you exceed
that level, you are already violating N OSH s

standards. All right.

Those | evels were reached and exceeded
every day, whenever it was measured. It didn't
matter where we neasured and what type of
barracks. It did not matter if we were doing it,
If the females were sleeping, if the males were
sl eeping. They all were exceeded. 1'Il show you
t hat .

It was simlar in both types of
barracks. All right? So that was not different.

And usually that threshold was exceeded whenever
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you reached about 40 recruits sleeping in that
area, 40. It |ooked like it hit that threshold
at about 40. And it happened.

You actually nmeasured this in 15
m nut es. You can actually set it up to neasure
every 5 mnutes if you want, but we did it every
15 m nutes for the whole period of tine.

Thi s actually doesn't show what
purports to show that there are nore than 40
i ndi vi dual s in there. Thi s is actual ly
measurenment in one of the units.

These are actually 43 nmales sleeping

t here. You're going to have to believe nme, but
this is about 8:00 o'clock. This is the CG
level. They're out training in the field, so not

much goi ng on.

The parts per mllion are rounding
about six, seven hundred. Al right. Then it
pi cks up. They conme in all hurrying. They want
to go eat, take a shower. So it exceeds about

8:00 to 9:00 o'clock. Then they go to sleep,

they're all breathing in their air and so forth,

at about 1,000 parts per mllion.
Then a drill sergeant suddenly wal ks
In and says, "Everybody wake up." Boom And

that thing shoots up at about alnpst exactly by
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the time -- you can tell when that drill sergeant
wal ked in the room because those guys really get
nervous. And then, of course, they all enpty the
barracks or they go back to a |evel.

The sanme thing. It didn't matter what
you |ooked, if +those were males, these were
females in the sane type of barracks, starship.
This is the Field 2 level here, right here, this
thin green-|ooking one. So again a peak sonetine
in the evening.

And this was actually through the
weekend. So this was actually Friday, the 21st;
Sat urday; Sunday; Monday. You can see the peak
repeating itself and all exceeding. This is the

actual threshold right here at about this |evel.

And then we went to the -- [|I'm not
going to show you we had about -- these were just
for illustration purposes. This was the
non-starship type. This is the CO, |evel. Thi s

is the threshold right here at 1, 000. And this
Is a graph consistently exceeding 1,000 parts per
mllion.

So sonet hing's happeni ng. That
non-ventilation is there or we've got too nmany
recruits for that amunt of space or they're

breathing too nuch or they're too nervous or
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sonet hing or a conbination thereof.

When you actually go in and you | ook
at what's going on, you see that they're sleeping
head to toe like they're supposed to. They're
supposed to |eave every other w ndow open during
the day and at night, even though it mght get
cold, to avoid this. But when we went in, we
routinely and consistently, daytime or nighttinme,
found their w ndows cl osed.

They were also instructed to |eave a
| arge room fan, which is right in the mddle of
t he bay area. And consistently it was found in
the off swi tch node. So if they did this, mybe
it would help solve a little bit of the problem

And herein lies what | think the
probl em and what we think the problem is. I
t hi nk concerns about energy conservation -- and
for those of you who can't resist it, you can
read the |large type, no problem But this little
line says it's totally opposite to what we're
finding that is supposed to be done.

Wait a second. Is that "Keep w ndows
and doors closed"? There's a problem here.
Okay? This is actually what's posted in the
barrack. Okay?

So you've got, on the one hand, the
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engi neer  sayi ng, "Don't waste ny noney and
electricity”"; on the other hand, the nedical
saying, "W've got a problem You' ve got to open
the wi ndow. " All right?

When you | ook at the bathroom sinks
you see that, yes, there's a great amount of
space there. They're as clean as can be because
of the sanme reason the trainees don't want to use
t hem because they don't want to dirty them  They
don't want a drill sergeant to get after them

And you don't find soap. You find the
sinks in there, but you don't see any soap bars.

So, actually, the hand-washing facilities are
not adequate in the barracks. Yet, when you go

to the field, the hand-washing is nuch better,

ironically.

There's m ni mal m Xi ng bet ween
conpani es. This is conpany-specific m xed
training. So there's anple opportunity for

interaction at the dining facility at noontinme
and when they come back at 1700 to 1800 hours
usual Iy when they have their dinner.

At the hospital, if they visit the
hospi t al at | ei sure time, recreational
activities, wusually on the weekend, nostly on

Sunday. These guys don't get a lot of fun from
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Monday through Sat urday. They do get sone tine
hone, and their famlies can cone and see them
usual |y on Sundays.

The inportant point here, there is
actually m xing between platoons. This is m xed
traini ng. So actually what happens, even though
the females sleep in separate platoons, each one
of which is about 60, when they actually train,
they take that platoon and take two squads of
that platoon and two squads from the male
pl at oon. And that's how they train. So during
the day and dinner and everything, except for
sl eeping, they're together. Ckay? | nt egr at ed
training, as we call it.

This is where |I think we're noving and

sone of the pending information that | haven't
present ed to you. Dr. Van and ot her
col | aborators here, Dr. Colonel Ennis wll be
| ooki ng at serologic antibody and anti-infection

met hods in support of the adenovirus replacenent
program We're going to be | ooking.

| show you illness data. \What | want
to do now is look at antibody markers of
exposure. G ven that these were non-vacci nated
I ndividuals, if | find the antibody, it nust be

because they got naturally infected and not
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because of the vaccine. So maybe | can | ook at
t hat endpoint. We're in the process of doing
t hat .

Al individuals admtted to the ward
wll continue to be cultured with support. We

need a little bit of nmoney on that, the problem
there. There is an opportunity to conduct future
prospective epidem ologic intervention prograns,
sel ecting specific conpany-sized cohorts that may
be conparing units in the first and the fourth
training brigades.

We've got to look at environnmental
factors. This is sonmething that John Broditch
back in the late '80s and others wanted to | ook
at in full scale. And for a nunber of reasons
that study never happened. W nmy want to
survive that during the non-vaccine period next

sSpring, next sunmer.

Last but not least -- and this is for
me what | think is nmore informed from ny
standpoint -- is that we have good baseline data,

at least two posts now, at Fort Jackson and at
Great Lakes, that actually will serve very wel
to tell us what to expect in the future.

And if we cone up and iif it is

required by FDA or whatever that we have to do,
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vacci ne efficacy, cone up with vaccine efficacy,
measurenment studies that we have the popul ation
there, that would Ilend itself very nicely to
t hat .

I'm going to stop there. | guess |
can take questions now or we wait?

EXECUTI VE SECRETARY FOGELMAN: In the
interest of time, it would be good if we could
|l et Lieutenant Conmander Ryan talk. And then
we' || take questions at the end.

MODERATOR FLETCHER: Thank you.

LCDR RYAN: Well, thank you. [''m
going to give you a brief brief on the experience
at Geat Lakes, which really does mrror the
experience at Fort Jackson during this fall. |t
wi | be a Ilittle mre lowtech than Fort
Jackson's presentation to you, but we really did
have the sanme chall enges, actually | think on a
little bit smaller scale.

To give you again the background, we
have been using adenovirus vaccine Ww thout
deli berate interruption for years and years in
boot canp. And, actually, wi thout doing it just
in the wintertinme schedule, there is -- so we had
been usi ng adenovi rus vacci ne wi t hout

interruption for years, of course, at G eat Lakes
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and then when the crisis of the supply becane
apparent went to the wntertinme schedule. So,
actually, the first tinme that we at G eat Lakes
took a deliberate break from giving adenovirus
vaccine was in June of '96. So we took a
deli berate break during the Summer of 1996 to
conserve supply.

Go ahead and go to the next slide
And, of course, the concern is what would happen
to us. So you can see we did not use the vaccine
bet ween June and Septenber of 1996. And then we
restarted it for the winter.

Then we took another break, which is
-- the tinme when we're supposed to take the break
Is April, April to -- it's supposed to be
Sept enber 1st.

And then we had this delay waiting for
the approval of the shelf |ife extension until
Cct ober 15th. Actually, we started October 16th,
alittle before Fort Jackson did. And we started
for the winter at that tine.

My little asterisk at the bottom there
says that there were sone breaks in the use of
this vaccine that were not deliberate prior to
this vaccine crisis. In fact, we had a problem

with supply during the Wnter of '94/'95 wth
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Increased rates of respiratory illness seen at
Great Lakes. But that wasn't worked up as a
specific adenovirus outbreak. It was an

observation that was made during |apse in supply
of the vacci ne.

Next slide, please. And it highlights
this point. ARD surveillance, acute respiratory
di sease surveillance, at Geat Lakes is not the
sane as the Arny.

Col onel tal ked about their threshold
for ARD, the 1.5 percent in the division that
they follow very closely week to week. And they
have this adm ssion standard to admt anybody to
their ARD ward with fever of 100.5.

We don't have that at Great Lakes.
People come in with upper respiratory infections,
get treated like people with any other nedical
sick call thing. And they wusually do not get
admtted to anything special, any special ward.
They may get put sick in quarters, but it's not
consistently at a fever threshold that we could
specifically track.

Now, ambul atory data systens, the new
out patient surveillance system wll help us
track this outpatient norbidity better. But

prior to Fall of 1996, this wasn't a specific
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thing that we tracked on a week to week basis
li ke the Arny boot canps.

Beginning in Novenber '96, we began
doing specific tracking because of the work

directed by Naval Health Research Center to do

adenovirus surveillance. So we counted total
respiratory I Il nesses seen and febrile
respiratory illnesses seen. Qur threshold for

fever is 100.0. That's just trying to capture a
few nore cases. There was nothing magic to
getting 100.0.

And we noticed, t hen, with this
surveillance in place -- and we're sending these
febrile <cases cultured to NHRC to test for
adenovi r us. So that was the incentive behind al
that counting of cases. And then febrile cases
were getting cultures sent to San Di ego.

We saw increased rates of respiratory
i1l ness, especially the febrile ARD, in Septenber
and Cctober. And we sent over 400 cultures

during that tinme period to San Di ego.

Next slide, please. | don't know if
you can see the orange, but if you can't, it's
crude estimtes anyway. But that's total
respiratory ill ness. That's what | can get from

out pati ent nor bi dity counting up doctors'
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outpatient norbidity, if you wll.

And the wvyellow line, it's febrile
respiratory illness, again with that fever of
100.0, counted from the Fall of '96. And
probably the x-axis isn't |abeled. It didn't
conme out, but it is on your handout. This is

October of '96, and this is October of '97.

Actually, it starts in Septenmber. And right down

there is October of '97. So that's where our
out break is. That little yellow blip is our
out br eak.

Agai n, I al r eady tal ked about

threshold of 1.5 percent of the specific division
havi ng ARD. Actually, | wanted to ask the
col onel what they do when they hit the threshol d.
W don't have a threshold at Great Lakes.
There's sonething to do when we hit any
particul ar threshold of febrile illness.

We have specific things we do for
strep. And | know that ARD and strep are closely
related in Arny surveillance. But there's
not hi ng speci al that happens. The highest we get
there is 14 per 1,000, 1.4 percent of the total
popul ati on, per week in that yellow blip there.

Next slide, please. Now, the overal

attack rate, though -- and attack rates are a
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little bit difficult because our training 1is

very, very integrated.

The space is very small. The small est
training unit is a division, which is 80
recruits. They're housed in ships which have 12

divisions in them But they may train with many,
many nore recruits. So we nmay have nmany
divisions in the sanme drill hall at the sanme tine
doi ng things together or big classroons together.
So there's a ot of mxing of recruits
I n spaces that are generally indoor spaces. But
if I look at a cohort of recruits that cane on
board in the end of August and call them sort of
a training cohort, they cane on at the sane tine,
the highest attack rate | could see in such a

group woul d be about five percent.

Now, we have 89, -- and that's for all
ARD, all febrile respiratory illness -- 89
culture-confirmed cases of adenovirus illness
from that tinme period. And we expect nore as
nore cultures are being done. This is a lot of

work for San Diego that they have been given, and
we expect nore positives as they keep turning
t hem out .

Of the ones that are serotyped so far,

two-thirds were serotyped seven and one-third was
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serotyped three. I don't remenber  Col onel
Sanchez saying it, but | believe all of theirs
were serotyped four adenovirus. That's kind of

interesting. We really did not see a four in the
whol e group here.

Next slide, please. Now, what did
this look |ike? Again, this looks |ike a |Iot
what Fort Jackson tal ked about, although we saw a
|l ot nmore of the chief conplaints on the initial
Vi sit as nasal congesti on, stuffiness, or
rhi norrhea, alnmpst 100 percent. It was 96
percent of them Sore throat was the second nost
common and cough up there.

We actual ly, interestingly enough, saw

gastroi ntesti nal synpt ons as part of t he
presenting illness, rarely the chief conplaint,
but part of the presenting illness, in alnost 50
percent of those cases. And that wusually was

nausea or vomting.

Now, when you | ook at that picture of
di sease, it looks |ike a cold. But what makes
this worse, what mekes it difficult is that also
in the chief conplaint were fever and chills very
of ten.

Now, remenber, my case definition

i ncludes fever of 100.5. So 100 percent have
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fever, but their nmean oral tenperatures were 102,
which was pretty inpressive to us. And we had
fevers as high as 105. 4. These were sone pretty
hi gh t enperatures.

They're very sick-looking kids with a
mean duration of illness of 10 days, ranging up
to 21 days. And sonme of them would self-report
even nore, with 21 days that we could docunent
medically that felt Ilike the length of their
illness and lost time from training as 3 days.
We call that sick in quarters, or SIQ It would
be the equivalent to the stay in the ARD ward for
the Arny.

But when we hospitalize them bring
them all the way across the base to the main
mlitary treatnent facility, that's when they're
really sick. And we hospitalized two of those
cases. They were each hospitalized for seven
days with | ong conval escence after that.

Those were really sick Kkids. One of
them was the one with the 105.4 fever, very
frustrating nedically for the docs and other
health care providers at Great Lakes. These were
kids that |ooked real sick that weren't getting
better, despite what we threw at them except by

tincture of time, if you will.
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Next sli de, pl ease. The
culture-confirnmed cases originally diagnosed, as
you can imagine, just wth those presenting
synpt ons. Many of our docs |labeled this "vira
syndronme,"” quite appropriately, but a Ilot of
sinusitis and bronchitis diagnosed there and
pharyngitis, not quite as nuch universally seen
as those ugly tonsils that you saw in the Fort
Jackson picture. But we did hear about wugly

tonsils. And those would be |like the pharyngitis

di agnosi s.

And over half were given antibiotics
at sonme point during their illness. If this
happened in the civilian world, | would expect
that to be closer to 100 percent. We have a | ot

of incentives not to give antibiotics over on the

recruit side, believe it or not. And they really
try not to treat vi ral i nfections with
anti biotics. But half of these kids were given

antibiotics, in general because of the fever.

Now, no difference was seen in the
characteri zati on of Serotype 7 and Serotype 3 for
the data |'ve got. | was interested particularly
in a couple cases that the one-third that grew
three so far, Serotype 3, to see if they were

just as sick.
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That guy who was hospitalized with the
105.4 and was super sick had Serotype 3
adenovirus infection. And there really was no
overall difference between the 3's and 7's.

Next slide, please. The onset of
i1l ness, again, this mrrors Fort Jackson. The
average onset was 40 days after being on board
with a range of 2 weeks up to over 2 nonths on
board before sonebody presented with ill ness.

These are all recruits, by the way. |
have no AIT or followon training people in here.

People are sonetinmes at G eat Lakes for | onger
than two nonths for being set back in training.
That happens, unfortunately, not t oo
I nfrequently, but in general these illnesses
occurred after, well after, com ng on board.

We did a denogr aphi c conpari son

bet ween the cases and their recruit peers during

the tinme period. There was no difference in age
-- the nean age is 19 years, just |ike al

recruits -- or gender -- about 80 percent are
mal e and 20 percent female, just like the cohort
of recruits -- or race, which is about 60 percent

Caucasian and 25 percent African-Anmerican, or
smoking history prior to enlistnent -- nobody's

snoking in boot <canp, of course, but we had
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snmoking history prior to enlistnent -- or honme of
record, where they cane from There was really a
good cross-section of all over the United States
that these recruits came from In general, it
was where they cane to that got them

Next, please, slide, please. So what
did we do? In general, we reintroduced the oral
vaccine on 16 October, the first day we possibly
could. And then we nmade house calls out into our
di vision space, our ships, if you wll, and
pl ayed catchup with recruits who were still in
their first half of training.

So we covered a lot of the base wth
adenovirus vaccine as soon as we could, rather
than just putting it in in in-processing. And |
think that that did have a positive effect on

bri nging down that outbreak during that defined

peri od.

W did reenphasize the hygiene and
hand- washi ng, sonething | presented last tinme
called Operation Stop Cough. Operation Stop

Cough has been active at G eat Lakes.

We have soap in all of our barracks
NOW. We have training on hygi ene and
hand- washi ng. There are no case and control

groups, though, here. This gets inplenented as
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well as the drill instructors choose to inplenment
it. It's still a fairly strong push at G eat
Lakes.

W did find that when we went out to
reenphasize it specifically after the adenovirus
i ncident, that we found a l|lot of people |agging
I n keeping up with good hygi ene and hand-washi ng.

So |I can't tell you that that specifically
hel ped, but we did do a lot of reenphasis and
sone inprovenent certainly in overall disease
rate.

We had decreased crowding at boot
canp. We're very attuned to this crowding issue.

And we didn't do any environnental sanpling, as
was nicely done at Jackson, but what happened to
us is an artifact of what happens in boot canp in
the fall.

We peaked out at a population of
13,500 on board on 1 October, which was our peak
for the year. And, frankly, that's really darned
crowded. That is about as packed in as we can
get and still feed and clothe and take care of
everybody. That is really crowded.

On 1 Decenber, just recently, we are
down to about 2,300, which is a nuch nore

confortabl e population for Great Lakes. W don't



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

192

have the option to open w ndows very often.
Begi nning in Septenmber, we start to get to really
cold tenperatures there. So we didn't do any
di vi sion space | ooks. | can tell you, yes, our
CO, levels are probably pretty darned high when
we're packed in really tight there.

Anot her point | wanted to |eave you
with is if we had a subsequent strep/pharyngitis
outbreak in Novenber, it seened to follow right
on the tail of the adenovirus outbreak. So we
had a provider seeing sick kids with fevers and
nasal congestion in this picture that | painted
for you.

Then right as that overall rate of
sick call started to go down, we started to see a
| ot nore throats that just |ooked clinically like
strep. And we culture every sore throat. We
were culturing all of these guys with throats.
We're not finding strep during that period. And
right afterwards, we just found lots and l|lots of
strep.

We had st opped doi ng bicillin
prophylaxis when the strep rate becone nice and
| ow this past summer. And we had to reinstitute
It when the strep break junped up in the first

week of Novenber.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

193

Next slide, please. Now, this is one
thing we track well at G eat Lakes, which is the
strep rate. We throat culture every recruit.
The y-axis here is a |lot nmore blown-up than you
would have seen from our ARD graph in the
begi nni ng. But you can see that in Novenber, the

strep rate started to take off.

We did lots of bicillin and lots of
bicillin catchup. And that even this past week
has conme down even farther. So our strep rate

really came down nicely after reinstitution of
bicillin.

We hate doing massive bicillin, of
course, as nost people in public health do, but
It works. And it really did bring our strep rate
down.

I don' t t hi nk t hat that's a
coi ncidence, by the way, that strep followed
cl osely on t he tails of adenovi rus, an
i nteresting observation for wus that you m ght
have expected with all the sort of coughing,
hacki ng, and nasal dripping that goes along wth
adenovirus to think that we could be in a nice
situation to transmt another pathogen very well
followi ng on such an out break.

That's all 1've got. Any questions?
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MODERATOR FLETCHER: Thank you.

Put the |ights on. And any comments
or questions?

DR. REI NGOLD: For Col onel Sanchez, |
think you had six barracks, six units where you
had an i ntroducti on, a cul ture-confirned
I ntroduction, of adenovirus and the three you had
and a cluster of three you didn't.

I was wondering in ternms of your
attempt to discern what environnental factors
m ght be inportant whether you tried to vary them
with the three where you had a confirnmed
I ntroduction and did get outbreaks and the three
where you didn't. It seems to nme that m ght be a
fruitful approach, rather than --

COL SANCHEZ: We're going to have to
| ook at that. 1'mgoing to have to | ook at it.

MODERATOR FLETCHER: O her
questions/coments? Yes, sir?

MAJ NANG Maj or Roberto Nang, U. S
Army Center for Health Pronotion and Preventive
Medi ci ne. This question is for Lieutenant
Commander Ryan.

Ma' am I  was just curious. The
Operation Stop Cough, that was already in effect

prior to the outbreak at G eat Lakes?
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LCDR RYAN: Yes, it was. Actual ly,

Operation Stop Cough began just over a year ago.

And it was actually our response to what we

t hought would be an inpending <crisis wth
respiratory disease as you |ose adenovirus
vacci ne.

MODERATOR FLETCHER: Vhat was that,

pl ease?

LCDR RYAN: Operation Stop Cough is
our line-type term to pronote hand-washing anong
the recruits. And it was a big change for them

We have a | ot nore hand-washing than we have had
bef ore.

Yes, sir?

MODERATOR FLETCHER: Col onel
O Donnel | ?

COL O DONNELL: When you tal ked about
strep followon to the adenovirus, you made the
statenment sort of on a popul ation basis, that the
popul ation got set up for a followon strep,
t hose things going up.

I was just wondering if you know and

are willing to speculate whether or not that's
true for individuals. Havi ng had adenovirus, as
an individual, you becone nore susceptible to

strep di sease.
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LCDR RYAN: Thank you. Col onel

DeFraites asked nme the sanme question. Those
strep cases were not in the adeno popul ation.
Peopl e who had adenovirus were no nore likely to
get strep than the rest of the cohort. So
actually the strep incidence and the people who
had adenovirus were slightly |ower than the strep
i ncidence in their peers from the same training
peri od.

DR. JACKSON: It sounded |ike three of
the six recruits that were adenovirus-positive at
Fort Jackson then washed out at the same tinme. |
was interested in the issue of when you arrive
sick and you're suddenly thrown into an extrenely
stressful environnment physically and every other
way. That's a real setup for failure. What ' s
your thought on that?

COL SANCHEZ: el |, I t hi nk  what
you're seeing there -- and | don't want an
overenphasis on our discussion on this point. I
must say he enphasi zed those sane points.

The point is you have anplification of
this wvirus. So it wll take two incubation
periods, maybe three for them to hit one-half

per cent, two percent, three percent of the

conmpany.
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Now, renenber, they train by platoons,
as | nmentioned to you. There are four platoons
per conpany. So even within those conpanies, if
| broke that down, I'm sure | could find specific
pl at oons at even higher rates. Be that as it
may. So | think what you're seeing is a function
of anplification of the virus.

Now, another point that you nay not
know is on week seven, these individuals go into
the field. So it ceases to beconme a crowded
envi ronnent where they sleep indoors. And they
suddenly are trusted for four to five days into
the field scenario, where they sleep in their own
tents with their buddies on twss, twos and twos.

Ckay? So that serves to break some of the chain
of transm ssion, too, even before they actually
graduat e on weeks seven and ei ght.

DR. JACKSON: | guess ny point is that
there's a double incentive not to have groups who
were getting sick. A) they're at entire risk of
W ping out, maybe. l'"'m just making this up
listening to you. But B) they're also seating
the | arger group.

LCDR RYAN: I would agree. | heard
that in your question, too, which is not just:

Is this lost time for training, |ike three days
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sick in quarters, but are these guys dropping
out? Are we losing recruits because they're sick
I n training?

To be honest, | can't tell you that
any of these who have attrited dropped out of
training, but that's a huge issue in DoD
attrition, because it's just such a waste for us
to train sonebody to sone form and then | ose them
altogether. It's tinme to quit.

It is a big notivational problem when
peopl e have sickness for any reason during week
one. And it has been proposed before that nore
sick call visits correlate with nore attrition
It's hard to separate out whether that's just
becom ng denotivated because you have respiratory
illness or don't mss a call because there's
other stuff on that you need to try for.

But that is a big concern. We | ose a
| ot of notivation recruits when we have sonebody
sick, and that does affect attrition.

LTC DeFRAITES: This is Bob DeFraites.

| thought | heard -- Tony, did you say
t hat those three guys who had adenovirus who |eft
never got out of the reception?

COL SANCHEZ: That is true.

LTC DeFRAITES: They didn't even start
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training? They left when the tine cane --

COL SANCHEZ: There were six others.
There were a total of nine. Three never made it
to the basic training. The other six did, three
of which nmerely preceded or started right at the
time that their prospective conpanies started.

MODERATOR  FLETCHER: Dr. Pol and,
coments or questions?

DR.  POLAND: Is there anything from
the AFEB that we could do to be helpful, any
recomrendati ons?

LCDR RYAN: It's difficult. We need
to maybe talk about it in a subgroup. We really
are anxi ous and scared about what happens in the
absence of vaccine. | don't know the AFEB's role
to give us the vaccine, but we are concerned,
sure, if we don't get shelf life extended or if
we just don't have vaccine.

MODERATOR FLETCHER: Now, you're sure
of that until August of '98, | believe you said?

LCDR RYAN: We're covered until August
of '98. That's right.

MODERATOR FLETCHER: ' 987

LCDR RYAN: That's right.

COL SANCHEZ: | have a nore basic

concern if you're doing research and a capability
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concern, if you will. There's no nore right now.
In fact, adenovirus or respiratory diseases are

not identified as a separate research area.
Thi s goes beyond us here in this room

but there's no support right now for doing all of

this laboratory work of this kind. It has to
conme about out of our operational funding. Thi s
is still running in our operational noney because

It relates to |aboratory type, developing new
tests and so forth.

So | would suggest to you if you could
cone up with a strong recomendation for the
medi cal research comunity to cone up with those
funds.

MODERATOR FLETCHER: Ot her questions,
coment s?

LTC RUBERTONE: One nore question.

MODERATOR FLETCHER: Yes?

LTC RUBERTONE: You had alluded to a
question of what happens when we cross the
threshold at the Arny recruit canps. One of the
t hi ngs that happens, in addition to the operation
I nvestigation, is starting bicillin. I was
wondering at the training canp for the Navy, what
the threshold is of starting bicillin. You

started it when | think there were about 6 cases
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per 1,000. So it would be .06 percent.

We have a very hard tinme taking people

off bicillin, especially the commanders, who
receive a great benefit being on bicillin because
it not only reduces strep but | think it's been

publicly shown that it reduces all rates of ARD
adm ssions, not only strep-rel ated ones.

LCDR RYAN: Right. That's what | was
aski ng about, too. I know your ARD and strep are
closely 1linked. And it's pronpted by some pure
strep that gets some bicillin.

And it's 10 per 1,000 per week, or one
percent per week, in the whole boot canp, one
percent per week in Jlate training recruits,

recruits after 32 days on board when we assune

their initial bicillin is no |longer covering
t hem So we follow them Actually, | didn't
show that detail on graph, but we follow both

rates: total recruits and second-half trainees.
We didn't actually neet that rate in
Novenber to restart bicillin or on such a sharp
upward trend. We just said, "Let's do it because
it's going to take us a while to catch up." We
were headed there real fast.
But you're right. Once we started,

everybody loves it when they see the rates cone
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down. And, like | said, from a public health
perspective, we sort of hate the idea, but I've
grown to love bicillin, too. It's really a tough
position to be in, but you love bicillin when you

see what it does for you.

MODERATOR FLETCHER: Dr. Stevens?

DR. STEVENS: Have you had any strep
conplications with rheumatic fever?

LCDR RYAN: Actually, we've had one
case of strep-related toxic shock syndrone in a

young female recruit, who subsequently went into

ARDS. She's expected to nmke a full recovery,
but she 1is still in an acute care hospital
setting. And that was a conplication of strep
t hr oat .

W saw sonme peritonsil abscesses,

which is not unusual, with strep, but we had seen
so rheumatic fever, no strep with nephritis, and
no necrotizing fascitis with the recent strep
out br eak.

MODERATOR FLETCHER: Ot her questions,
comrents? Dr. Allen?

DR. ALLEN: Are you doing any
surveillance at al for penicillin-resistant
strains?

LCDR RYAN: Yes. We were supposed to
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take a mnimum of one isolate per nonth to do
anti biotic resistance. Actually, Naval Health
Research Center is going to begin to support us
even nmore with that on January 1st, taking a
whole bunch of our isolates for antibiotic
resi stance, probably as nuch as 50 percent of our
throat isolates, for strep antibiotic resistance.
So we're very concerned about that issue.

DR. ALLEN: Any results so far?

LCDR RYAN: We' ve never seen
antibiotic-resistant strep yet, no.

CAPT GRAY: Greg Gay from the Naval
Heal th Research Center

A nunber of years ago, we did this

nore routinely in the San Diego area, and even

for erythronycin. There's never been penicillin
resi stance. There's been a debatable issue of
penicillin tol erance.

Wth the pneunococcal problem we're
envisioning wusing our nulti-center surveillance
to look for cross-tie services for both pathogens
for antibiotic resistance.

I t hi nk we're | ooki ng at five
different E test strips, including cephal osporin.

So we'll have sonme answers for you in a year or

so, but the word |I have is there has really not
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been an erythromycin problem for strep pyogenes.
And the prevalence of penicillin

resi stance anobng the strep pneunpnia has gone

real high.

MODERATOR FLETCHER: O her comments?

(No response.)

MODERATOR FLETCHER: Thank you very
much.

(Appl ause.)

EXECUTI VE SECRETARY FOGELMAN: We will
adjourn for lunch now. Be back at 1:15. Bef ore

you |leave, again 1'd like to rem nd you that we
have about 50 seats reserved over at the WMl one

House. So for the Board nenmbers and consultants

and others who would like to go there, you'll
have a place to eat. And we'll have a short talk
by Dr . Fl et cher bef ore Col onel Gardner's

presentation this afternoon.

We have about 20 people signed up to

go to dinner tonight. Before we actually adjourn
for the subcommttees, we'll have to nmake sone
deci si ons. And I'lIl need to know from the Board

menbers and consultants who are going how nmany,
| f any, have cars so we can figure out
transportation. So we'll see you back at 1:15.

MODERATOR FLETCHER:  1:15.
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(Wher eupon, a luncheon recess was

taken at 1215 p.m)
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A-F-T-EERNOON S ESSI-ON
(1325 p.m)

GLOBAL DI SEASE BURDENS

MODERATOR FLETCHER: What 1'd like to
do for the first few mnutes, five mnutes or so,
is to sort of issue an alert, sonething that has
been going on in ny particular area of interest,
i n cardiovascul ar disease and worldw de, that |
think is worth nentioning for the sake of what we
do in gl obal activity through the mlitary
depl oynments and so forth. So the first part of
this nessage is |ocally.

There are 5.4 billion people in this
country. One-twentieth of this group is in
Aneri ca. And if we can focus out a little bit?
['"'m not sure what's going on here. 5.4 billion
people in this world. Did I say "this country"?

There may be. You don't know.

So we have one-twentieth of t he
population in this country and reflecting from
the Anmerican Heart Association sone data we have
had just as really the prelimnary. In this
country every 34 seconds an Anerican dies of
cardi ovascul ar di sease. This is primarily acute
I nfarction. And that's nore than 900, 000 deaths

annual ly, nore than 42 percent of all deaths
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every year.

Agai n, according to Heart Association
data, 70 mllion people, Anericans, have sone
form of cardiovascul ar disease. This m ght
I ncl ude stroke, heart attack, heart disease, high
bl ood pressure, and you can see the breakdown
here for that.

W are really doing very well wth
rheumatic fever, but, | think as reflected in
sone of our previous discussions today, we still
haven't eradicated rheumatic fever.

Stroke is going up probably, as all

the others are here. But that is what s
happening in the United States. And sort of
breaking it down for other diseases, |eading

causes of deaths in males and females, you can
see how it conpares with the wonen, in green, and
the men, in yell ow orange.

Of  course, cardiovascular disease is
nunber one, but we're dealing with all of the
others, as you can see, in a significant fashion.
And | think we are making indentations of this.

People are getting ol der. And we're
seeing nmore and nore of this disease. The death
rates are down, but the preval ence and the active

living people who have this disease are quite
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significant still.

Perhaps some of you saw in the
newspapers about a year ago, "A new health study
predicts shifts in disease threat."” This is
sonet hing that we have been addressing through an
i nternational group through the American Heart
Associ ati on. | think you can see it better as |
expl ai ned where this conmes from

In 1944, the Wrld Bank was organi zed
in the waning months of Wrld War [l as an
organi zation to <collect funds from devel oped
countries, from developed countries, such as
Anmerica, Japan, and others to provide nonies to
devel oping countries that we wll nention, where
we wll see this shift in disease preval ence.

Now, the Wbrld Bank was asked by the
Wrld Health Organization to work with them in
devel oping a group of statistics, which has just
been published through the Harvard Press and
anal yzed by the Harvard School of Public Health,
which is a credible institution.

Murray was involved at that at Harvard
and Lopez from the Wrld Health Organization.
And Jim Chin, of course, spent he just told ne
five or so years with World Health. And he m ght

want to conment on this.
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In '"90, the data was collected to
project to 2020. And, as some of the authors
say, this is sonmewhat of an egalitarian approach
assumng that all devel oping countries have
equality in politics and social issues.

The average age of expectancy from nen
in this particular study was 80, and wonen was
82. And this is round-the-world statistics,
absolutely the way this data is projected and
based in a way that not being an epidem ol ogi st,
| would not want to comment on how it was done.

But the inpact of this and just being

utilized in health around the country now,
particul arly | nt er nati onal Heart Associ ati on
activities, is very significant. So we can see

t he col | aborati on by t he Wor | d Heal t h
Organi zation, the Wrld Bank, the Harvard Press,
and the Harvard School of Public Health.

There's a large nunber of volunmes on
this, but I think I just want to show you sonme of
the data they have | ooked at from 1990 to 2020.
The projected trends in death by broad groups in
devel oping regions have changed, as you m ght
see, from the decrease in comunicabl e diseases,
as you see here right here, decrease in 1990

projected to 2020, infectious diseases, going up,
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I schem ¢ di seases of the heart.

These were related to heart attack,
hi gh bl ood pressure, and heart failure from that,
al so various types of heart disease related to
risk factors of life, lifestyle, decreasing, as |
sai d, communi cabl e di seases but i ncreasing
slightly deaths from accidents, primarily notor
vehi cul ar acci dents. This is the trend up to
2020.

Now, breaking this down sort of, of
the top five, this is 1990, what happened in the
relative instance of these problens. This 1is
what is predicted in 2020. You can see ischemc

heart disease in 1990 predicted to be the nunber

one.
So all the tobacco issues and so
forth. This will show you a trend. Tobacco is
going international. You're having this country
but not very well internationally.
Nunber t wo i's uni pol ar maj or

depression, surprisingly going up from nunber
four to number two. Around the world, that wl]l
be com ng.

Nunmber t hr ee, as I ment i oned,
road-tracki ng accidents, com ng from nunber nine

to number three: vehicles, fast cars, the fast
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track.

Number four, cerebrovascul ar disease,
anot her type of disease of lifestyle, going from
nunber six to nunmber four.

And then related, if vyou like, to
tobacco, environnent, air, whatever is going to
happen, as they predict 1in 2020, respiratory
di seases going from nunber 12 to nunber 5. And
you can see the trends of those.

So this is what we are faced wth
based on this study after the mllenniumin 2020.

A few of us will be a little bit older at that
poi nt . | think pnost of wus wll be around
pr obabl vy. A lot of you will be in your prime by
t hen. We'll be here. We'll be watching this.

Some of us will be working part-time by 2020, but

we' || be around.

Last, but not least, | think, one way
they | ooked at this -- and, again, it is a little
while -- disability-adjusted |ife years for the
way that many experts are looking at life

expect ancy.

This takes into account two things.
Your premature death before that age of 80 is the
reason | nentioned that, which is the projected

age of wonen and 82 nmen and also the disability
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within that |[ife span.

This includes disability and death as
premature. And going up, as you can see, related
to tobacco, the trend up to 2020: di arrhea, for
exanple, comng down; H'V going up, sort of
pl at eaui ng, in 2020.

So this is all | wanted to say. I
just wanted to bring this up because | think this
deals with what we're doing in the mlitary a
| ot . And people are international nowadays, not

just our mlitary personnel, but many of us.

So this is sonmething | think we're
trying to nmake attention to in the Heart
Associ ati on. And, just for your information, |

felt we could consider this an alert because this
is what the data is.

Now, Jim Chin here mght want to
comment on this -- he's been involved in the WO
-- or anybody el se. This is just sonething that
we are trying to addr ess t hr ough t he
I nternational conponent of the Anmerican Heart
Associ ati on.

DR. CHIN: I  know Alan Lopez very
well. He's a very good denographer. And | think
t hose people who are famliar wth denography

know that they have to use their own nodels and
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t hey have to nake a | ot of assunptions.

Broadly speaking, | think a Ilot of
what they predict wll go hand in hand wth
basically controlled conmunicable disease in
general : agi ng, what to expect, what's happening
with tobacco. So | think there are no mjor
surprises. I think if we |ook out 20-30 years,
that's basically the general trend.

MODERATOR FLETCHER: \What we have seen
in countries talking to people who are trying to
control blood <cholesterol -- there are nmany
chol esterol drugs. W have Merck here today, and
t hey make sone of this.

People in the foreign countries,
they're not using drugs nmre than a nonth
sonetinmes. Patients take them and say, "Geez, ny
chol esterol is down." The doctor says, "Well,
you've probably taken it |ong enough,” and they
don't take it. These are |ifelong drugs.

I would guess there are ten mllion
people in this country on statin drugs for
chol esterol . I would guess ten mllion, and it's
pr obably nore.

But outside of this country, in South
America and Europe, even in Europe, we have a

very good health practice. That's what we do.
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That is a major, major risk for coronary artery
di sease. So these are real true facts that |
think we're going to have to face. It's slowy,
t hough. 2020, that's is a long tine.

Thank you very nuch.

DR. LaROSA: Jinf

MODERATOR FLETCHER: Yes?

DR. LaROSA: | thought heart disease
-- | my have msread it, but | thought it was

the | eadi ng cause of death worl dw de now.

MODERATOR FLETCHER: | can't say that
for sure. Wth all the countries that still have
communi cabl e disease, | don't know. You nmay
|l earn that. [It's near the top

DR. LaROSA: Right.

MODERATOR FLETCHER: Jim would vyou
coment on that? There's still a lot of
communi cabl e di seases.

EXECUTI VE SECRETARY  FOGELMAN: Dr.
Val dman?

DR. WALDMAN: The data is show ng us,
as GCerry showed, it's a question of premture
death and disability essentially. So as long as
young childhood deaths are inportant in that
array of diseases, they're going to rank higher.

So it's not a question of the nunbers of
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absolute deaths, but nore a question of the
year's potential ahead. A conbination of aging
wth control of early childhood deaths wll
change t he ranking.

MODERATOR FLETCHER: Sonebody call ed
it quality-adjusted life years, which, again, |
don't know how to analyze these things, but those
are ways people look at it: di sability-adjusted
life years and quality-adjusted life years.

Thank you very much. Now we'll go to
Dr. Gardner? Qur next presentation --

(Appl ause.)

EXECUTI VE SECRETARY FOGELMAN: Okay.
Qur next speaker will be Dr. Col onel John
Gardner, who is Professor of Preventive Mdicine,
Bionmetrics at the Uniformed Services University
of the Health Sciences. He's talked to wus
bef or e. Today he will be talking to us about a
proposal for a DoD nortality registry.

Before he gets started, is Dr. Sanchez
here or anyone from CHPPM?

PROPOCSAL FOR A DoD MORTALITY REG STRY

COL GARDNER: "1l talk today about
the ~concept of a DoD active-duty nortality
registry. |'ve been interested to watch the

proceedi ngs this norning, where we spent a |arge
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amount of time on surveillance. And not once was
t hat brought up.

| really consider that the first step
of a surveillance system is tinely and accurate
reporting of disease-specific nortalities and
nortality rates.

Wy do we want to focus on deaths? |
think there are a lot of good reasons. First of
all, death is an objective endpoint. It's
sonething that's not difficult to determ ne
whet her or not it's happened. Getting into what
the cause of death is is nmuch nore difficult. It
represents the nost serious aspect of those.

It's high visibility.

There's a lot of interest in the
press. Often it's not. Most of them are
congr essi onal inquiries when we have deaths,

particularly in recruits.

There's often litigation. It can be
expensi ve. And there are policy inplications.
Often we see a single death create a whol e change
in the way we do business. And that phenonmenon
I's one that has been quite interesting.

We're working now with a death in a
recruit with sickle cell trait at Geat Lakes

last winter, which 1is changing their whole
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concept of how they approach dealing with sickle
cell trait issues.

We watched the same thing happen to
the Air Force a couple of vyears ago. And,
despite thorough study and recommendations, the
policy is driven by the death, not by the pattern
of deat hs.

And in terns of surveillance, deaths
represent the tip of the iceberg. It really
doesn't nmke a lot of sense to nme to spend
tremendous efforts |ooking under the water when
you don't know what's on top of the water first.

| think that in terms of surveill ance,
deaths my not be very comon, but because
they're not so commopn and they represent the nost
serious aspect of illness, we really need to
understand them the best. So that's really the
pur pose of DoD death registry.

Well, what are we doing now? Well, in
the civilian sector, we have the National Center
for Heal t h Statistics. We have deat h
certification and death certificates on every
death with some cause-of-death informtion. e
have 1CD-9 coding and a lot of data collected
related to deaths. Even in that system we know

there are lots of errors. I worked for many
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years wth cancer registries. We | ooked at
cancer registry diagnoses conpared to death
certificate diagnoses. Even in cancer, you have
a 20 percent error rate on the death certificate.

What are we doing in the mlitary?
Well, in the mlitary, we have the DD 1300, which
Is the mlitary death certificate. Soneti nes you
get a civilian death certificate also, but that's
not really part of the mlitary process. And the
DD- 1300 is the official item

That has mniml cause information on
it. It's not coded. And it's not even
cat al ogued by cause. We have the world-w de
casualty system which is run by the Wshington
headquarters service and Def ense or DI OR,
departnment information operations reports. And
they collect the DD-1300 information from every
casualty center fromeach of the Services.

The casualty centers collect all the
deaths from those Services. And | think they do
a really good job at what they're trying to do,
but they really have a nortician's philosophy.
They're interested in: proper disposal of the
body, proper coordination of benefits for the
famly. And they have essentially no nedical

i nterest.
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In fact, we wused to use data tapes
from DIOR to look at mlitary deaths. And we
found they had deaths categorized by cause in
about 50 categories, nowhere near the detail you
see in | CD 9.

In 1990, they stopped that. Now those

deaths are collected in six categories:
accident, disease, hom ci de, suicide, hostile
action, and other. And, really, the sum of death

registration in the mlitary is represented by
what you saw Ji m Hel nkanmp do.

And if you look at this, you realize
it's in categories of: acci dent, i Il ness,
hom ci de, and suicide. And that's because he got
the data from DI OR because that's the only place
that has themall.

In fact, he had to go to CDC, to NI OSH
to do the study. It was while he was detailed to
Nl OSH that he was able to get tinme and resources
to study deaths in the mlitary.

How shoul d deaths be collected? How
should the data on deaths be collected? That's
my focus for discussion. Assum ng everyone w ||
accept the fact that it's inportant we ought to
do it, there really is no systematic way except

through the DIOR system and the reportable
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di sease systemthat's being done in the mlitary.

VWile nmy proposal is that we collect
in real time -- and by "real time," it's not
daily. You really can't collect what you need in
terms of deaths on a daily basis, but then if you
collect all of the information you need, it takes
two or three nonths at least to collect all the
i nformation you need because nost of these are
I nvesti gat ed extensi vely. And t hose
i nvestigations take several nonths to do.

But you would collect in roughly real
time all active-duty deaths in all Services. Jim
Hel nkanp had an average of 1,900 deaths per year
in his data, which went through 1993. By 1993,
due primarily to downsizing, we're down to about
1,200 deaths per year. So that's 100 a nont h.

What you need to collect -- and 'l
go into nore reasons for that in a few mnutes --
Is the death certificate. And preferably a
civilian death certificate has nore useful
i nformation on it: the nedical record, at |east
the acute record of the event of death, but the
other records mght be also useful, the |Iocal
aut opsy, the AFAP consult autopsy, which occurs
quite frequently, and toxicology studies, which

tell you whether or not there's alcohol or drugs
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I nvol ved.

And what we found is nost critical is
t he eyew tness accounts. You get the eyew tness
accounts from wusually the |legal investigation
t hat acconpani es nost deaths. In addition to
that, you need to get population data so you can
cal cul ate rates and not j ust deal wi th
nunmer at or s.

So ny proposal is that we collect the
critical information, that we mainly review that
to maintain a medical surveillance database, that
that database be shared with DMSS and other
people who could use it and provide reports and
so on so that we can really utilize these deaths
I n prevention.

The rest of the time | really would
like to focus on the anount of detail you need
because without detailed nedical information on
each death, you really don't have the opportunity
to know number one, whether the data you're
col l ecting S accur at e; nunber t wo, t he
subtleties of the disease that you're trying to
| ook at; or, nunber three, to determne any
effective intervention.

It doesn't do nmuch good for energing

i nfectious disease surveillance to know that
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there was a Navy sailor who died in Bethesda
Naval Hospital from pneunonia, which is al
you'll find on a death certificate.

You need to know what organi sm he had.

You need to know whet her it was
anti biotic-resistant or not . And, nost
I nportantly, you need to know where he got
I nfect ed.

The fact that he ended up at Naval
Hospital and cane from Africa or sonmewhere else
won't be reflected on the death certificate or
t he autopsy usually. That you find only from
perhaps the nmedical record and the eyew tness
accounts.

So what 1'd like to do for another
five or ten mnutes or so is just review what
we've | earned about recruit deaths and our
studies of exercise-related deaths and mlitary
recruit training. This goes back. This is
primarily Dr. John Kark, who started these
studi es back in about 1980, to review that.

["'m going to focus primarily on the
recruit deaths from 1977 to '81 because those are
the ones which were nobst thoroughly studied just
to give you an illustration of what you can |earn

from accurate death reporting and what sone of
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the pitfalls are that you need to | ook for.

The recruits in the five years 1977 to
"81, there were two mllion recruits trained in
all four Services. As you Kknow, recruits are
medi cal |y screened before they arrive.

They' re 88 percent male, 96 percent in
the 17 to 25-year age range, 22 percent bl ack
And they go through a rapid physical conditioning
program in recruit training that focuses for

physi cal condition primarily or largely on mddle

di st ance runs, one to three-mle and sone
five-mle runs, as well as their marches and so
on.

The way the data are collected is Dr

Kark visited personally every basic training site
and at t hat site went to the Hepatology
Departnment, collected all the autopsy records;
and went to the hospital patient adm nistration
departnments and <collected all of their death
records; and, in fact, went through every autopsy
of any individual under 35: first, to identify
whet her they're active duty and, second, to
identify whether they're a recruit; and then
t hrough collecting all of those, brought those
back for study.

He went to the Arnmed Forces Institute
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of Pathology to collect all the deaths through
that system also got the toxicology records,
went to the Casualty Affair Ofices for each
Service to identify all of the deaths that
occurred in recruits through their system went
to the DMDC database to identify both deaths and
get popul ati on data, and went to the JAG
Departnent, the Legal Departnent of each Service,
to get their copies of their legal investigation
on each death -- that's where nost of the
eyewi tness accounts are contained, and nost of
those |egal investigations have page after page
of statenments from eyewitnesses -- and then
subsequent to that went back to AFIP and
col |l aborated primarily wth the cardiovascul ar
pat hol ogi sts there but also with others as needed
to review each case in detail and to pull the
file tissue speci nens and reeval uat e and
reexam ne those to determ ne what the true cause
of death was or the best we could get cause of
death was in each case. And so they rerevi ewed
the tissue on nearly all of these cases.

Now, just to put this in context,
let's look at what kills people in the United
St at es. In this age, 15 to 24-year age range, is

the same now in the first year for many nen and
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wonen.

Actual l y, it's hom ci de, sui ci de,
cancer, and heart disease. Just this year, it
swi t ched. This year is '95. That's the |ast
year of data avail able. Sui ci de and cancer just
switched places in wonen. So they're now both
t he sane. So this is what you expect to see, we

expect to see in recruits al so.

In 2 mllion recruits in this 5year
peri od, we have 87 deaths during recruit
training. Recruit training lasts fromsix to ten
weeks depending on which Service you're in. I
think the Navy and the Arny are eight weeks and
the Air Force is siXx. The Marine Corps at that
time was ten.

So 87 deaths out of 2 mllion
trai nees. About hal f of t hem wer e
exerci se-rel ated deaths and about a quarter each
vi ol ent deat hs and non-exercise-rel ated deat hs.

And if you look at just the violent
deaths and try to convert that to an annualized
rate to conpare it to U S. data, basically we
took the average of 8 weeks and nultiplied each
of the deaths by the death, the rate per 1,000
accessions by 6 and a half to get rate per

100, 000 person-years.
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You see that the rates of violent
deaths are way below what we see in the civilian
sector. And the others -- we couldn't really
categorize those separately -- come out a little
bel ow what you see in the civilian sector.

Again go to the -- go ahead.

DR. HAYWOOD: Are these age-matched?

COL GARDNER: This is the recruit
popul ation conpared to 15 to 24-year-old civilian
popul ation. So they're not quite age-matched but

as close as we could get.

Here are the wviolent deat hs, 13
suicides, 4 homcides, 4 accidents. Even though
you see a |lot of suicides there, still those
rates are well below the civilian rates. And we
do really well in violent deaths. During recruit
training, it's pretty tough. It's a rigid
envi ronment . So the accident, homcide, and

suicide rates are all very, very | ow

Here are the non- exerci se-rel at ed
deat hs: meni ngococcal , pneunoni a, and
epiglottitis, systemc disease, and then sudden
death at rest. Those are presuned heart disease.
Actual l y, two of those three had artery
anonmal i es, anomal ous coronary arteries or at

| east anatomic coronary heart defects. The
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system c disease, two were sickle cell disease
others with serious systemc disease that was
m ssed or conceal ed during recruiting.

Then you go to the exercise-related

deat hs. Her e you see t here are 41
exerci se-rel ated deaths. Thirteen of them had a
preexisting condition. Most of t hose are
cardi ovascul ar, heart pr obl ens, anomal ous
coronary arteries, val vul ar stenosi s,

hypertrophic cardi onyopathy, nyocarditis, and a
coupl e of ruptured bari-aneurysns.

Then you have those wthout the
preexisting condition. And of those, 14 were
unexpl ai ned sudden deat hs, presumably cardi ac
arrhyt hm as. And the other 14 were exertional
heat i1l ness, heat st roke, or severe
r habdonyol ysi s.

Dr. Kark is a hematol ogist and was
doing all of this because of sickle cell trait
| ssues. Just to enphasize that you see in this
group of no preexisting condition, 13 of the 28
had sickle cell trait.

So that's nearly hal f of t hose
unexpl ai ned sudden deaths that occurred in
i ndividuals with sickle cell trait when a sickle

cell trait in the population is 8 percent of
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bl acks, which is 20 percent. So you're down wel
bel ow two percent of the popul ation having sickle
cell trait resulting in nearly half the deaths.

And that's the 30-fold excess risk for
exercise-rel ated deat h, unexpl ai ned
exercise-related death, you see in those wth
sickle <cell trait that he published back in
1988- 87.

DR. HAYWOOD: The events were racially
skewed. Is that right?

COL GARDNER: Well, not racially.
Sickle cell trait, sickle cell trait-skewed. And
there were 14 with sickle cell trait. Thirteen
of them were unexplained, by "unexpl ai ned, "
meani ng no preexisting conditions. O those,
about half were heat illness. About half were
presumably cardiac. And then there's one who had
a cardiac lesion that was considered cause of
deat h.

["I'l just make one comment on that
because that's not ny topic today. In sone

st udi es, we have shown that the risks for

exertional heat illness in those with sickle cel
trait and those without is about the sane. The
difference is not in the risk for heat ill ness.

There were differences in risk for death usually
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related to heat illness or often related to heat
illness.

How does this conpare with what's in

the literature? Well, if you look at the, of
cour se, medi cal |iterature, exerci se-rel at ed
deaths, they wll tell you that 85 percent of

t hose deaths are explained by cardiac |esions and
a few with non-cardiac, |ike the subarachnoid
henor r hages, very few wth exertional heat
i1l ness, and then the unexpl ai ned group.

Now, that should be 34 percent over
here mlitary and 12 percent who hadn't been over
here under literature,; wher eas, in our
popul ati on, we see only about a third in the
explained category and about a third in heat
i1l ness cat egory, about a third in t he
unexpl ai ned sudden death category.

Why that difference? Most of the
literature, studies you see in the literature are
col |l ections from primrily cardi ovascul ar
pat hol ogists. And there is selection bias in the
way these patients are referred to them

Most, sone but npbst -- sone are not.
Some are popul ation-based, but nmpst are not
popul ati on- based. And they represent patients

referred to by pathol ogy subspecial i sts.
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In fact, there is bias in the way that
they're defined. These studies are usually
defined as sudden death occurring within an hour.

Well, nost heat illness death, rhabdonyolysis
death gets fatally ill within an hour, but they
don't die for 6, 12, or 24-36 hours, sonetinmes 2
or 3 days |later. So that selectively excludes
the heat illness deaths.

And then there is often an unclear
definition of sudden death. And there is often a
reliance on death certificate diagnosis or
aut opsy di agnosi s. And 1'Il show you right now
that that reliance is not good enough.

VWhat we found in review of these
deaths was that 77 percent of the death
certificates had mpjor errors in cause of death.

And, in fact, the |ocal autopsies, 44 percent,
45 percent, contained major errors. And even the
routi ne AFI P consultation had major errors.

| could give you nunmerous exanples.
In fact, the nost common  nmgj or error S
attributing annual changes to cause of death:
aspiration, sickle cell crisis.

If you see sickling, sickling is an
annual change, a postnortem event in particularly

an individual with sickle cell trait -- and it's
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often msinterpreted to be the cause of death --

and dr owni ng.

Now, drowning is a classic. We had
two in this series. And we have several others
where the recruit junped in the pool, swam all

the way across, swam all the way back, got ten
feet from the end, and then suddenly stopped and
sunk to the bottom They fished him out but
couldn't resuscitate him

The death certificate says drowning.
The | ocal aut opsy says, "Cause of death:
dr owni ng. " Down to the heart, it nentions
myocardial infiltrate.

The AFIP consult says, "Cause of
deat h: dr owni ng. " Under "The Heart," it
mentions myocardial infiltrate and myocarditis.
In fact, you realize that is a cardiac death, not
a death due to drowning.

We have in the Navy | ast year the sane

si tuati on. It was originally called a sickle
cell crisis. The cause of death was sickle cell
crisis. Upon review and discussion, they have

now changed that to be an unexplained sudden
deat h, presuned cardi ac arrhythm a
All I'"'m showing you is the 20 nmmjor

errors in the |ocal autopsy diagnoses. Ten of
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t hose were due to annual changes. Four nore were
due to over-interpretation of t he cardi ac
hi st ol ogy, wher e t he car di ovascul ar
subspeci al i sts, car di opat hol ogy subspeci al i sts
felt that these were benign conditions that could
not explain the deaths. Three nore were under
Interpretation; that is, they mssed things that
they considered were the cause of death and then
a few others, like the one with epiglottitis was
cal |l ed pul monary hypertensi on, and so on.

I think that's the end of the slides.
Just one nore. Here we have taken deaths
t hrough 1990, exercise-related deaths through
1990, just to show there's roughly the sane
pattern. Those are not as well-studied, but a
simlar pattern in ternms of the findings.

The point here is that in order to

under st and what happened, you really have to have

nore information than what's on the death
certificate or even what's on the autopsy. And
you don't find t hat i nformati on on any

conputeri zed database. You need to really go out
and get that information yourself.

Any questions?

MODERATOR FLETCHER: Thank you very

nmuch.
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Any questions or coments? | applaud
your efforts. In the civilian world, still many
times | see on death certificates cause of death

in ventricular populations cardiac arrests.
That's the safest thing to say because that's
going to happen to everybody. And, really, we
still see that a lot. People don't want to say
why this person dies.

Dr. Reingol d?

DR. REI NGOLD: Yes. I have two
questi ons. One is what proportion of the deaths
in the mlitary undergo autopsy.

COL GARDNER: For recruits, nearly
all. In fact, the exercise-related deaths --

DR. REI NGOLD: But not in recruits.
In terms of what you're planning to do in the
future, you're going to have all active mlitary.

So do you have a sense of what --
COL GARDNER: It varies because it

depends on whether they died on base or off base

or who has jurisdiction and so on. It's higher
than the civilian sector is. Let me put it that
way.

DR. REINGOLD: M other question is, |
mean, as Yyou pointed out, this wuld not be

adequate to sinply get the best avail abl e dat a.
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What you really want is to mke sure that
everyone who dies has an autopsy and that all the
speci nens or sone of the specinens are read by an
expert team of pathologists in one |ocation so
you' re not depending on --

COL GARDNER: Vel |, t he
exercise-related deaths are probably the nost
difficult and really do require that. There are
other types of deaths that nmay not be so
critical. For exanple, 60 to 70 percent of
deaths are nmotor vehicle accidents. Per haps not
all of those need that |evel of investigation.

MODERATOR FLETCHER: Dr. Baker?

PROFESSOR BAKER: G ven that maybe 80
percent of all the deaths are injury-rel ated,
even nmore when you include suicide and hom cide,
and that nost of these would in the civilian
world be investigated to sonme extent by nedical
exam ners or coroners wth sonme investigation,
some by standards, is there some way of getting
that information routinely into the mlitary
records?

DR. PERROTTA: That's the proposal
We're not proposing to go out and do all these
special studies on every death. We're sinply

proposing to collect al | of the available
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information on every death so it then can be
revi ewed, |ooked at. And in special cases and
speci al disease types and circunstances, then it
m ght be worth the extra effort to go get extra
information that's not routinely coll ected.

PROFESSOR BAKER: Is there anything
the AFEB can do to make that happen? I think
it's terribly inportant.

PARTI Cl PANT: That's what we're going
to talk about in conmttee neeting.

EXECUTI VE SECRETARY FOGELMAN: Ri ght .

We're going to have a discussion in committee on

this.

PARTI CI PANT: We're going to ask John
to have a little nore detail

EXECUTI VE SECRETARY FOGELMAN: I think

in the interest of tinme, if we could, unless you

have some real inportant questions, hold them
until the subcommttee nmeeting or maybe ask Dr
Perrotta offline, | think we ought to start to
break out.

MODERATOR FLETCHER: Anybody el se?
Dr. Haywood has a --

EXECUTI VE SECRETARY FOGELMAN: Ch,
sorry.

DR. HAYWOOD: | just want to quickly
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comment that | want to heartily -endorse the
approach that's being taken here. The collection
of ancillary death information is extrenely
i mport ant .

COL GARDNER: Absol utely.

MODERATOR FLETCHER: Thank you, Dr.

Gar dner .

EXECUTI VE SECRETARY FOGELMAN: Thank
you.

(Appl ause.)

EXECUTI VE SECRETARY FOGELMAN: | need

to make a few announcenents before you break out.

Also Dr. Weinstein has an announcenent as wel | .

The subcomm ttee groups: t he
| nfecti ous Disease Subconmttee, wll be here.
Health Maintenance will be in 3098, right next
door . Envi ronnmental Occupational Health will be

in 2133.

I"d also like to see a show of hands
of the people that signed up to go out to dinner
toni ght and how many have cars. Coul d you pl ease
rai se your hand?

(Wher eupon, there was a show of
hands. )

EXECUTI VE SECRETARY FOGELMAN: Fi ve.

| think we have enough cars. Okay. We'IlIl say:
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How does 6:00 o'clock in the |obby of the Ml one
House hotel sound? Okay? 6:00 o'clock.

You can probably stay here unless -- |
don't know if there's sonmebody from WRAIR right
here, but | think you could stay here up to about
5:30 probably if you need to. Does that sound
reasonable? If you need to. W will neet again

tomorrow norning starting at 8:00 o'clock

Great.

Now, | wanted to ask you -- we have a
| ot on our plates for the subcomm ttees. If you
prefer, we could neet at 7:30. Actual Iy, that

may not be such a bad idea. What do you think?

Vel |, 8:00 o'clock wuld be the
presentati on anyway. We're going to have one
presentation in the norning. So if you want to

neet earlier here with your subcommttee, that's
fine. But we'll start at 8:00 o' cl ock.
Dr. Weinstein?

DR. WEI NSTEI N: The Health Mai ntenance

Subcomm ttee will be taking up a series of
recommendati ons concerni ng al cohol abuse
prevention. We hope to bring them from the

commttee to the full Board tonorrow
The draft of those statenents i s about

five text pages. And you don't want to hear ne
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read through them tonorrow. So we would
appreciate it if you would just |ook over those
five pages before tonorrow s neeting.

MODERATOR FLETCHER: No ot her
questions or coments before we --

EXECUTI VE SECRETARY FOGELMAN:  So 6:00

o'clock in the |obby of the Ml one House. It's
going to be informal. So please dress
i nformal |y.

(Wher eupon, the foregoing matter was

concl uded at 1406 p.m)



